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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  162  and  164 
IFRL  1491-6;  OPP  60004] 

Pesticide  Programs;  Rules  Governing 
Rebuttable  Presumption  Against 
Registration  (RPAR)  Proceedings; 
Rules  of  Practice  Governing  Hearings 
Under  Section  6  of  the  Federal 
Insecticide,  Fungicide,  and 
Rodenticide  Act  (FIFRA) 

agency:  Environmental  Protection 
Agency. 

action:  Proposed  rules. 

summary:  These  proposed  rules  amend 
Part  162  of  Title  40  of  the  Code  of 
Federal  Regulations  by  establishing  a 
new  Subpart  which  comprehensively 
revises  the  procedures  for  the  issuance 
of  notices  of  intent  to  deny  or  cancel 
registration  or  to  change  classification 
of  pesticides  uses.1  The  proposed  rules 
also  amend  the  title  of  Subpart  A  of  Part 
162  and  redesignate  and  consolidate 
some  of  its  existing  sections,  add 
definitions  to  Subpart  A,  and  establish  a 
new  Subpart  C  of  Part  162  by 
redesignating  and  consolidating  other 
existing  sections. 

These  proposed  rules  also  amend  Part 
164  of  Title  40  of  the  Code  of  Federal 
Regulations  by  comprehensively 
revising  the  rules  of  practice  governing 
hearings  under  section  6  of  FIFRA. 
date:  Comments  must  be  received  on  or 
before  November  5, 1980. 
address:  Send  comments  to:  Federal 
Register  Section,  Program  Support 
Division.(TS-757),  Office  of  Pesticides 
Programs,  U.S.  Environmental  Protection 
Agency,  401  M  Street,  S.W., 

Washington,  D.C.  20460.  All  comments 
should  bear  the  identifying  notation 
“OPP-60004.”  All  written  comments  will 
be  available  for  public  inspection  from 
8:30  a.m.  to  4:00  p.m.,  Monday  through 
Friday. 

It  should  be  noted  that  since  these 
regulations  are  procedural  in  nature,  the 
Agency  is  not  required  to  promulgate 
them  through  notice-and-comment 
rulemaking.  However,  because  of  the 
importance  of  these  procedural  reforms, 
the  Agency  has  determined  in  its 
discretion  to  publish  them  in  proposed 
form  and  to  solicit  comment  on  them. 
FOR  FURTHER  INFORMATION  CONTACT: 


1  On  August  7, 1979,  the  Agency  proposed 
Regulations  for  Registration  of  Pesticides  by  States 
to  Meet  Special  Local  Needs  (44  FR  46414)  to  be 
designated  as  Subpart  B.  Those  regulations  will 
instead  be  designated  as  Subpart  D  when  they  are 
made  Final. 


David  E.  Menotti,  Associate  General 
Counsel  for  Pesticides,  Office  of 
General  Counsel  (A-132),  U.S. 
Environmental  Protection  Agency,  401 
M  Street,  S.W.,  Washington,  D.C, 

20460 (202) 755-0794. 

or 

William  F.  Pedersen,  Jr.,  Deputy  General 
Counsel,  Office  of  General  Counsel 
(A-130),  U.S.  Environmental 
Protection  Agency,  401  M  Street,  S.W., 
Washington,  D.C.  20460,  (202)  426- 
05058. 

SUPPLEMENTARY  INFORMATION: 

/.  Introduction 

The  Environmental  Protection  Agency 
is  today  proposing  comprehensive 
revisions  to  the  Rebuttable  Presumption 
Against  Registration  ("RPAR”)  process 
set  out  in  40  CFR  Part  162.  The  Agency 
also  proposes  to  amend  significantly  the 
procedures  specified  in  40  CFR  Part  164 
for  conducting  adjudicatory  hearings 
under  Section  6  of  the  Federal 
Insecticide,  Fungicide,  and  Rodenticide 
Act  as  amended  (“FIFRA")  (7  U.S.C.  136 
et  seq.). 

The  objective  of  the  proposal  is  to 
make  the  Agency’s  procedures  for 
identifying  and  assessing  potential 
problem  pesticides,  and  making  and 
implementing  regulatory  decisions 
concerning  them,  more  open,  responsive 
and  efficient.  The  fundamental  theme  of 
the  proposal  is  to  create  an  integrated 
system  in  which  decisions  about 
registration  or  cancellation  of  problem 
pesticides  are  made  in  the  RPAR 
process  (as  revised  to  facilitate  informed 
participation  by  interested  parties  at  all 
stages),  and  in  which  adjudicatory 
hearings  are  utilized  primarily  to  probe 
and  challenge  decisions  reached  in  the 
RPAR  process,  after  appropriate 
screening  to  identify  disputed  fact 
questions  which  can  profitably  be 
illuminated  through  the  use  of  trial-type 
procedures. 

This  document  has  five  parts.  Part  I 
(“Introduction”)  and  Part  V  (“Additional 
Issues  on  Which  Comment  is  Solicited”) 
are  relative  short  sections  whose  titles 
are  self-explanatory.  Part  II 
("Background”)  provides  background 
information  concerning  the  proposal, 
including  a  discussion  of  the  relevant 
statutory  provisions  and  case  law,  and 
the  Agency’s  experience  in 
administering  the  RPAR  process  since 
its  creation  in  1975.  Part  III  discusses  in 
detail  the  principal  revisions  to  the 
RPAR  process  which  are  included  in  the 
proposal.  As  indicated  above,  these 
changes  are  designed  to  enhance  public 
participation  in  the  process.  Among 
other  ways,  this  is  accomplished  by 
changes  requiring  the  Agency  to  specify 


what  decisions  made  during  the  process 
are  based  on,  and  by  providing 
opportunities  for  comment  at  critical 
stages.  Most  of  the  changes  reflect  the 
Agency’s  accumulated  experience  with 
the  RPAR  process  over  the  almost  five 
year  since  its  creation;  many'of  the 
changes  reflected  have  been  used  in  the 
RPAR  process  on  an  informal  basis 
already. 

Part  IV  discusses  the  changes  to  the 
rules  of  practice  governing  adjudicatory 
procedures  under  FIFRA  section  6  which 
are  included  in  the  proposal.  While  the 
changes  to  the  RPAR  process  as  it  has 
evolved  over  time  which  are  included  in 
the  proposal  are  relatively  minor,  the 
changes  to  the  rules  of  practice 
contained  in  the  proposal  are,  by 
comparison,  broad  and  sweeping.  As  is 
explained  in  more  detail  below,  this  is 
primarily  because  the  Rules  of  Practice 
have  never  been  modified  to  provide  for 
adjudicatory  hearings  which  would 
follow  informal  procedures  like  the 
RPAR  process  in  which  decisions 
concerning  registration  or  cancellation 
of  pesticide  uses  were  in  fact  reached. 
Instead,  the  Rules  of  Practice  currently 
in  place  were  designed  for  a  much 
different  purpose,  i.e.,  to  serve  as  the 
mechanism  for  gathering  information, 
assessing  that  information,  and  making 
decisions  concerning  the  cancellation  or 
denial  of  registrations  for  pesticide  use9. 
The  new  hearing  regulations  include 
measures  to  reduce  the  excessive  and 
crippling  length  of  these  hearings  by 
providing  alternative  methods  for 
resolution  of  issues  where  a  trial-type 
approach  is  not  appropriate;  by  setting 
time  limits  for  completion  of  the  hearing 
stage;  and  by  linking  the  RPAR  process 
closely  to  the  hearing  provisions  to 
create  an  integrated  mechanism  for 
reaching  final  decisions  on  registration 
or  cancellation  of  a  pesticide  use. 
Finally,  the  proposed  revisions  to  the 
Rules  of  I*ractice  provide  mechanisms  to 
allow  the  Administrator  to  make  the 
maximum  appropriate  use  of  the 
Agency’s  expertise  in  various  fields 
when  final  decisions  are  rendered  at  the 
conclusion  of  adjudicatory  proceedings 
under  FIFRA  section  6. 

II.  Background 

A.  The  Origins  of  the  RPAR  Process 

The  standard  governing  the 
registration  or  cancellation  of  a 
pesticide  use  requires  the  Administrator 
to  balance  the  risks  associated  with  a 
pesticide  use  with  the  benefits  which 
flow  from  that  use.  Thus,  the 
Administrator  is  required  to  determine 
the  various  risks  associated  with  a 
pesticide  use,  to  determine  the  benefits 
which  flow  from  that  pesticide  use,  and 
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to  permit  those  pesticide  uses  whose 
benefits  appear  to  be  greater  than  the 
associated  risks.  He  is  similarly  required 
to  prohibit  those  pesticide  uses  whose 
risks  appear  to  be  greater  than  the 
benefits  associated  with  the  pesticide 
use.  The  standard  remains  the  same 
whether  the  Administrator  is 
considering  the  initial  registration  of  a 
new  pesticide  use,  or  the  cancellation  of 
an  existing  registered  pesticide  use.  In 
either  case,  the  ultimate  question  is 
whether  the  risk/benefit  balance  favors 
the  risks  or  the  benefits;  if  risks  are 
greater,  then  cancellation  or  denial  of 
registration  for  the  pesticide  use  is 
required.  On  the  other  hand,  if  benefits 
are  greater,  then  a  new  registration  may 
be  approved,  or  an  existing  registration 
may  be  allowed  to  remain  undisturbed. 
Labeling,  classification  for  restricted 
use,  and  other  mechanisms  are  available 
to  the  Administrator  as  tools  to  reduce 
the  risks  associated  with  a  pesticide  use. 
In  some  circumstances,  these  measures 
may  be  employed  to  produce  a  risk/ 
benefit  balance  with  respect  to  a 
particular  pesticide  use  which  satisfied 
the  standard  for  registration,  in  a 
situation  where  without  such  measures 
the  pesticide  use  would  not  satisfy  the 
standard  for  registration. 

The  fact  that  the  ultimate  standard 
controlling  registration  requires  a 
balancing  of  risks  and  benefits  has 
never  been  seriously  disputed  or 
controversial.  However,  it  was  only 
relatively  recently  that  the  statute  itself 
clearly  and  explicitly  reflected  that  the 
benefits  of  the  use  of  a  pesticide  were  to 
be  considered  in  deciding  whether  or 
not  to  register  or  cancel  the  pesticide 
use.  This  explicit  statutory  recognition 
of  the  requirement  to  consider  benefits, 
and  the  role  of  risk/benefit  balancing  in 
decisions  to  register  or  cancel,  occurred 
in  the  1972  amendments.  The  1972 
amendments  accomplished  a  wholesale 
reenactment  of  the  statute  creating  the 
federal  pesticide  regulatory  program. 
Among  other  things,  the  standard 
governing  registration  and  cancellation 
was  re-formulated  to  provide  that 
registration  should  be  cancelled  or 
denied  if  it  appeared  that  the  pesticide 
when  used  as  directed  or  in  accordance 
with  widespread  and  commonly 
recognized  practice  “generally  causes 
unreasonable  adverse  effects  on  the 
environment  *  *  (FIFRA  sections 
3(c)(5),  6(b)).  “Unreasonable  adverse 
effects  on  the  environment”  was  then 
defined  to  mean  “any  unreasonable  risk 
to  man  or  the  environment,  taking  into 
account  the  economic,  social,  and 
environmental  costs  and  benefits  of  the 
use  of  any  pesticide.”  (FIFRA  section 
2(bb)). 


While  the  Administrator’s  authority  to 
weigh  risks  and  benefits  in  making 
registration  or  cancellation  decisions 
prior  to  the  1972  amendments  was  never 
seriously  doubted,  the  statutory  tests 
governing  registration  nowhere 
expressly  authorized  such 
consideration.  Instead,  the  various 
statutory  rests  appeared  to  require  the 
Administrator  to  find  that  the  pesticide 
was  safe,  i.e.,  that  it  posed  no  risks. 

Thus,  in  the  statute  which  controlled 
immediately  preceding  the  1972 
amendments,  the  Administrator  was 
required  to  deny  or  cancel  registrations 
for  pesticides  which  were  “misbranded” 
(7  U.S.C.  135b(c)(1979)).  The  pesticide 
was  then  defined  to  be  misbranded  in 
any  of  the  following  situations: 

“If  the  labeling  accompanying  it  does  not 
contain  directions  for  use  which  are 
necessary  and  if  complied  with  adequate  for 
the  protection  of  the  public  *  *  (7  U.S.C. 

135(Z)(2)(c)(1970)) 

“If  the  label  does  not  contain  a  warning  or 
caution  statement  which  may  be  necessary 
and  if  complied  with  adequate  to  prevent 
injury  to  living  man  and  other  vertebrate 
animals,  vegetation  and  invertebrate 
animals  *  *  \”  (7  U.S.C.  135(Z)(2)(d)(1970)) 

"If  in  the  case  of  an  insecticide, 
nematocide,  fungicide  or  herbicide  when 
used  as  directed  or  in  accordance  with 
commonly  recognized  practice  it  shall  be 
injurious  to  living  man  or  other  vertebrate 
animals,  or  vegetation,  except  weeds,  to 
which  it  is  applied,  or  to  the  person  applying 
such  economic  poison  *  *  (7  U.S.C. 

135(Z)  (2)  (g)(1970)) 

Thus,  while  the  Administrator’s 
authority  to  consider  the  benefits  and 
the  risks  of  pesticide  uses  in  making 
registration  decisions  was  not  explicit 
prior  to  the  1972  amendments,  his 
authority  to  do  so  was  regarded  as 
implicit,  Environmental  Defense  Fund  v. 
Ruckelshaus,  439  F.2d  584  (D.C.  Cir., 
1971),  and  strongly  endorsed  by  at  least 
one  congressional  subcommittee 
commenting  on  federal  pesticide  policy. 
[Id.  at  594,  fa.  36) 

While  the  Administrator’s  authority  to 
consider  risks  and  benefits  in  finally 
deciding  whether  to  register  or  cancel  a 
pesticide  use  was  never  seriously 
challenged,  there  was  considerable 
litigation  under  the  version  of  the  statute 
prior  to  the  1972  amendments 
concerning  the  procedure  for  assessing 
risks  and  benefits  and  reaching  final 
regulatory  decisions  for  those  pesticide 
uses  with  respect  to  which  some 
significant  risks  had  been  identified.  The 
controversy  concerned  whether  the 
Secretary  could  refuse  to  hold  a 
cancellation  hearing  in  situations  where 
he  identified  significant  risks  associated 
with  a  pesticide  use,  or  uses,  but 
determined  that  the  benefits  associated 
with  the  pesticide  use  or  uses  in 


question  exceeded  these  risks.  In  EDFv. 
Ruckelshaus,  Chief  Judge  Bazelon  of  the 
D.C.  Circuit  gave  what  became  the 
definitive  answer  to  this  question  under 
the  1947  FIFRA,  by  announcing  what 
came  to  be  known  as  the  "substantial 
question  of  safety  doctrine.” 

EDFv.  Ruckelshaus  was  one  of  a 
series  of  appellate  opinions  spawned  by 
cancellation  actions  concerning  the 
pesticide  DDT.  The  Secretary  of 
Agriculture  had  found  that  DDT  posed 
■significant  risks  to  man  and  the 
environment,  and  had  cancelled  uses  of 
DDT.  However,  with  respect  to  a 
number  of  other  uses,  he  had  refused  to 
issue  cancellation  notices  on  the  basis 
that  he  had  not  yet  concluded  his  study 
of  the  benefits  of  these  uses.  The  court 
noted  the  authority  of  the  Secretary  to 
balance  risks  and  benefits  in  making 
final  cancellation  decisions.  However,  it 
found  that  the  Secretary’s  findings  that 
DDT  posed  significant  risks  required  the 
issuance  of  notices  of  intent  to  cancel  to 
“trigger  the  administrative  process”  [id. 
at  593),  and  that  any  consideration  of 
benefits  information  and  the  balancing 
of  the  benefits  against  the  risks  would 
have  to  occur  in  the  cancellation  hearing 
itself.  Accordingly,  the  court  issued  a 
writ  of  mandamus  requiring  the 
Secretary  to  issue  cancellation  notices 
for  the  uses  of  DDT  not  covered  by 
notices  of  intent  to  cancel  already 
issued  by  the  Secretary,  [id.  at  592). 

EDFv.  Ruckelshaus  interpreted  the 
statute  prior  to  the  1972  amendments. 
Accordingly,  after  the  enactment  of 
comprehensive  amendments  to  FIFRA  in 
1972,  a  question  arose  concerning 
whether  the  substantial-question-of- 
safety  doctrine  was  still  the  law. 
Although  the  question  was  not 
altogether  free  from  doubt,  the  Agency 
took  the  position  that  the  substantial- 
question-of-safety  doctrine  had  survived 
the  1972  amendments.  The  arguments  in 
support  of  this  position  are  developed  at 
great  length  in  the  preamble  to  the 
regulations  implementing  the 
registration  provisions  of  the  1972 
amendments  (40  FR  28242,  July  3, 1975). 

In  its  regulations  implementing  the 
registration  provisions  of  the  1972 
amendments,  the  Agency  created  the 
Rebuttable  Presumption  Against 
Registration  (RPAR)  process  (40  CFR 
162.11).  The  process  at  that  stage  in  its 
evolution  was  designed  primarily  as  a 
mechanism  for  identifying  pesticide  uses 
which  might  pose  substantial  questions 
of  safety  (which  the  regulations  also 
termed  a  “rebuttable  presumption 
against  registration”),  and  providing  for 
a  relatively  brief  informal  exchange 
between  the  Agency  and  interested 
persons  on  the  question  whether  a 
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substantial  question  of  safety  in  fact 
existed.  If  one  was  found  to  exist,  i.e.,  if 
the  presumption  was  found  not  to  have 
been  rebutted,  the  regulations  required 
initiation  of  formal  adjudicatory 
proceedings  under  FIFRA.  Provision  was 
made  in  the  RPAR  process  for  some 
consideration  of  benefits.  However,  it  is 
important  to  note  that  benefits 
information  was  not  relevant  to 
rebutting  a  presumption  against 
registration.  Rather,  the  regulations 
provided  for  limited  consideration  of 
benefits  information  for  the  purpose  of 
deciding  what  kind  of  cancellation 
proceeding  should  be  initiated  under 
FIFRA  section  6 — a  proceeding  initiated 
by  an  Agency  notice  of  intent  to  cancel 
(a  section  6(b)(1)  hearing)  or  a 
proceeding  initiated  by  a  notice  of  intent 
to  hold  a  hearing  to  determine  whether 
or  not  a  registration  should  be  cancelled 
(a  section  6(b)(2)  hearing).  In  any  event, 
the  amount  of  time  available  for 
consideration  of  benefits  information 
even  for  this  purpose  was  extremely 
brief,  and  the  clear  thrust  of  the 
regulations  was  that  the  primary  vehicle 
for  assessing  benefits  information,  and 
for  that  matter  for  making  risk/benefit 
decisions,  was  to  be  an  adjudicatory 
hearing. 

B.  The  Administrator’s  1975  Ad  Hoc 
Review  Panel  and  the  1975  Amendments 
to  FIFRA. 

The  fundamental  theme  of  the 
Agency’s  1975  regulations  implementing 
the  registration  provisions  of  the  1972 
amendments  was  to  continue  the 
primary  role  of  trial-type  procedures  in 
gathering  information,  assessing 
information  ans  making  regulatory 
decisions  on  whether  pesticide  uses 
which  pose  some  significant  risk  should 
be  cancelled  or  denied  initial 
registration.  In  the  fall  of  1975,  however, 
only  a  few  months  after  the 
promulgation  of  these  regulations, 
procedural  changes  were  accomplished 
by  Congress  and  EPA  which 
fundamentally  altered  the  role  of  the 
adjudicatory  hearing  in  pesticide 
decisionmaking. 

The  procedural  changes  instituted  by 
the  Agency  resulted  from  an  ad  hoc 
review  of  Agency  procedures  for 
decisionmaking  about  problem 
pesticides  which  was  directed  by  the 
Administrator  personally.  The  ad  hoc 
review  panel  made  a  number  of 
recommendations  for  changes  in  Agency 
procedures.  However,  the  central  theme 
of  these  recommended  changes  was  to 
de-emphasize  the  role  of  FIFRA 
adjudicatory  hearings  in  decisionmaking 
about  problem  pesticides,  and  institute  a 
system  in  which  the  Agency  would 
make  pesticide  decisions  prior  to 


hearings,  through  procedures  which 
maximize  participation  by  all  interested 
parties.  The  Administrator  accepted  the 
recommendations  of  the  ad  hoc  review 
panel  in  a  memorandum  dated  October 
10, 1975. 2  lfrhile  pointing  out  that  he 
“remain(ed)  convinced  that  our 
pesticide  decisions  have  been  sound," 
the  Administrator  accepted  the 
fundamental  conclusions  of  the  ad  hoc 
review  panel  concerning  the  need  for  a 
de-emphasis  in  the  role  of  trial-type 
procedures  in  pesticide  decisionmaking: 

‘‘With  regard  to  cancellation  and 
suspension  decisions.  I  believe  that 
misconceptions  by  the  public  are  attributable, 
in  part,  to  our  reliance  on  the  adversary 
hearing  process  to  ensure  that  all  pertinent 
facts  are  brought  out.  While  these  procedures 
have  been  effective,  they  have  inhibited  full 
participation  by  the  Office  of  Pesticide 
Programs  in  the  decision  process  and  have 
restricted  effective  public  involvement  in  this 
aspect  of  the  program.  I  have  determined  that 
the  Agency  should  carry  out  a  more  open 
evaluation  of  risks  and  benefits  in  advance  of 
decision  to  issue  notices  of  intent  to  cancel  or 
suspend.  By  involving  interested  parties  and 
by  soliciting  external  scientific  and  technical 
review  of  our  data  and  analysis,  as 
appropriate,  we  can  ensure  that  our  decisions 
continue  to  be  based  on  the  objective 
evaluation  of  all  available  data.” 

The  key  findings  made  by  the 
Administrator  in  support  of  his  decision 
to  require  procedural  changes  in  the 
Agency’s  assessment  of  problem 
pesticides  have  continuing  validity. 

First,  it  is  clear  that  a  system  which  is 
characterized  by  heavy  reliance  on  trial- 
type  procedures  for  decisionmaking 
inevitably  inhibits  participation  by 
interested  persons  in  the 
decisionmaking  process.  Trial-type 
procedures  are  the  most  time-consuming 
and  expensive  procedures  which  can  be 
utilized.  Accordingly,  it  is  very  easy  to 
envision  interested  groups  and 
individuals  not  participating,  or 
participating  in  minimal  ways,  because 
of  inability  or  unwillingness  to  go  to  the 
time,  expense  and  inconvenience 
required  to  become  a  participant  in  the 
hearing.  Moreover,  the  adversarial 
atmosphere  inevitably  generated  by  the 
use  of  trial-type  procedures  also  inhibits 
participation.  In  the  Agency's  judgment, 
a  substantial  number  of  groups  and 
individuals  with  information  relevant  to 
pesticide  decisions  will  decline  to 
participate  in  the  decisionmaking 
process,  if  participation  is  understood  to 

’In  addition  to  accepting  the  recommendations  of 
the  ad  hoc  review  panel  in  the  October  10, 1975 
memorandum,  the  Administrator  also  directed  the 
creation  of  an  action  plan  for  the  implementation  of 
these  recommendations.  This  action  plan  was 
prepared  and  submitted  to  the  Administrator  on 
December  9, 1975;  it  was  accepted  by  the 
Administrator  on  December  17, 1975. 


require  a  potentially  unpleasant 
appearance  at  a  trial.  Finally,  the  use  of 
trial-type  procedures  creates  the 
impression  that  the  Agency  has  made  up 
its  mind  already  about  the  fate  of  a 
given  chemical;  accordingly,  many 
groups  and  individuals  with  relevant 
information  may  decline  to  participation 
simply  in  the  belief  that  their 
participation  would  have  no  impact  on 
the  outcome  of  the  proceeding. 

The  inhibiting  effect  of  the  use  of  trial- 
type  procedures  on  participation  by  the 
Office  of  Pesticide  Programs  in  the 
decisionmaking  process  is  also  worthy 
of  further  comment.  In  broad  summary, 
the  consequence  of  primary  reliance  on 
trial-type  procedures  for  making 
decisions  about  problem  pesticides  is  to 
emphasize  the  role  of  lawyers  in  the 
decisionmaking  process,  and  to  de- 
emphasize  the  role  of  program 
managers.  This  is  primarily  because  it  is 
inevitable  that  the  group  managing  the 
decisionmaking  process  is  necessarily 
going  to  have  a  great  impact  on  the 
development  of  the  record,  and  on  the 
shape  of  the  ultimate  decision.  In  the 
course  of  a  hearing,  decisions  must  be 
made  on  an  almost  daily  basis 
concerning  what  witnesses  to  call,  what 
strategies  to  utilize  in  cross- 
examination,  what  motions  to  make, 
how  to  respond  to  motions  filed  by  other 
parties,  and  the  like.  Each  of  these 
decisions  inevitably  involves  choices  of 
varying  importance  to  the  ultimate 
outcome.  At  the  end  of  the  hearing, 
massive  briefs  must  be  prepared, 
usually  on  extremely  short  notice.  In 
many  cases,  key  policy  questions,  often 
of  first  impression,  must  be  addressed. 
Although  procedures  have  been 
developed  and  utilized  to  ensure 
program  involvement  in  key  decisions 
arising  during  or  at  the  conclusion  of 
hearings,  the  sheer  number  of  decisions 
which  need  to  be  made,  and,  in  many 
cases,  the  extremely  short  deadlines 
under  which  decisions  have  to  be  made, 
inevitably  inhibits  full  participation  by 
the  Agency’s  policy-making  arm  in  the 
decision  process. 

Lastly,  it  is  important  to  emphasize 
the  significant  inhibiting  effect  which 
the  utilization  of  trial-type  procedures 
for  decisionmaking  about  problem 
pesticides  had  on  the  participation  of 
other  federal  agencies,  particularly  the 
Department  of  Agriculture,  in  the 
decisionmaking  process.  A  system 
utilizing  trials  for  gathering  and 
assessing  information  on  the  benefits  of 
a  pesticide  use  requires  the  Agency  to 
use  a  courtroom  for  consultations  with  a 
sister  federal  agency  with  considerable 
expertise  on  benefits  questions.  The 
expense  and  inefficiency  of  trial-type 
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procedures,  and  the  chilling  effect  which 
their  use  has  on  a  free  exchange  of 
ideas,  affect  the  Agency’s  relationship 
with  another  federal  agency  in  the  same 
way  that  these  factors  affect 
relationships  within  the  private  sector. 
Moreover,  aside  from  the  inhibiting 
effect  which  these  procedures  have  on  a 
free  exchange  of  information  on  a 
particular  problem  chemical,  a  system 
which  requires  two  agencies  to  deal 
with  one  another  through  their  lawyers, 
in  adversarial  hearings,  inevitably 
creates  barriers  of  bitterness  which 
inhibit  cooperation  and  exchange  of 
views  on  other  matters  important  to 
successful  accomplishment  of  both 
agencies’  missions.  Problems  of  both 
varieties  have,  unfortunately,  affected  ' 
the  relationship  between  the 
Department  of  Agriculture  and  the 
Environmental  Protection  Agency  in  the 
past,  and  were  attributable  to  a  large 
extent  on  the  reliance  on  trial-type 
procedures  for  decisionmaking  about 
problem  pesticides. 

In  summary,  the  Administrator’s 
October  10, 1975  memorandum  was  a 
landmark  in  the  history  of  the  Agency’s 
stewardship  of  the  Federal  pesticide 
control  program.  In  it,  the  Administrator 
firmly  committed  the  Agency  to  revise 
its  procedures  for  decisionmaking  about 
problem  pesticides,  in  order  to 
implement  a  system  characterized  by 
decisionmaking  prior  to  hearings,  using 
procedures  which  would  maximize 
participation  by  all  interested  persons  in 
the  decisionmaking  process,  followed  by 
hearings  to  challenge  decisions  reached 
prior  to  the  hearing  through  such 
informal  procedures. 

Contemporaneous  with  the  Agency’s 
decision  to  de-emphasize  trial-type 
procedures  in  pesticide  decisionmaking, 
the  Congress  enacted  changes  to  the 
statute  which  were  based  on  the  same 
fundamental  theme.  The  changes  to  the 
statute  became  law  on  November  28, 

1975  (Pub.  L  94-140,  89  Stat.  751).  The 
changes  require  the  Administrator  to 
submit  proposed  cancellation  actions 
under  FIFRA  section  6  for  review  prior 
to  the  initiation  of  trial-type  hearings. 
The  statutory  changes  require  pre- 
hearing  review  by  two  separate  entities. 
First,  the  Administrator  is  required  to 
submit  the  proposed  action,  along  with 
an  analysis  of  its  impact  on  the 
agricultural  economy,  to  the  Secretary  of 
Agriculture  for  review.  This  submission 
must  occur  at  least  60  days  prior  to 
making  the  action  effective.  (The  action 
becomes  effective  when  it  is  announced 
in  such  a  way  as  to  start  the  time 
periods  running  for  registrants  or  other 
adversely  affected  persons  to  request 
hearings.)  If  the  Secretary  of  Agriculture 


comments  on  the  proposed  action  within 
30  days,  the  Administrator  is  required  to 
publish  the  comments  of  the  Secretary, 
along  with  his  responses  to  them,  in  the 
Federal  Register,  along  with  the  notice 
activating  the  hearings  rights  of 
registrants  and  other  adversely  affected 
persons. 

The  second  body  to  which  the 
Administrator  is  required  to  submit 
proposed  cancellation  actions  under 
FIFRA  section  6  for  prior  review  is  a 
Scientific  Advisory  Panel  (SAP),  which 
the  Administrator  was  required  to 
establish  pursuant  to  detailed 
procedures  specified  in  FIFRA  section 
25(d).  Referral  of  proposed  cancellation 
actions  to  the  Scientifc  Advisory  Panel 
is  for  the  purpose  of  receiving  comment 
“as  to  the  impact  on  health  and  the 
environment  of  the  action  proposed 
*  *  The  procedures  governing  the 
timing  of  submissions  to  the  SAP  and 
response  to  any  comments  received 
from  the  SAP  are  identical  to  the 
procedures  governing  review  by  the 
Department  of  Agriculture. 

The  central  theme  of  the  procedural 
changes  required  by  the  1975 
amendments  is  essentially  similar  to  the 
theme  embodied  in  the  procedural 
reforms  directed  by  the  Administrator  in 
the  October  10, 1975  memorandum.  That 
theme  is  that  the  Agency  should  make 
decisions  about  problem  pesticides  prior 
to  initiating  adjudicatory  cancellation 
hearings  under  FIFRA  section  6,  and 
that  formal  hearings  should  be  used  as 
vehicle  to  challenge  and  test  decisions 
so  reached.  Moreover,  it  is  clear  that  in 
order  to  comply  with  the  external 
review  requirements  imposed  by  the 
1975  amendments,  the  Agency  must  look 
at  both  risks  and  benefits  in  a 
reasonably  thorough  way  prior  to 
cancellation  hearings.  Accordingly,  the 
Agency  regards  the  1975  amendments  as 
overruling  the  substantial-question-of- 
safety  doctrine  set  forth  in  EDF\. 
Ruckelshaus,  to  the  extent  that  that 
doctrine  required  the  Agency  to 
“trigger"  the  cancellation  hearing 
process  by  issuing  a  cancellation  notice 
upon  a  finding  that  substantial  question 
of  safety  existed,  and  leave  to  the 
hearing  itself  the  consideration  of 
benefits  of  the  use,  and  the  proper 
balance  which  should  be  drawn 
between  risks  and  benefits. 

C.  Agency  Experience  in  Running  the 
RPAR  Process  from  1976  to  the  Present 

In  early  1976,  a  special  organizational 
unit  within  the  Agency’s  Office  of 
Pesticide  Programs  was  created  to 
administer  the  RPAR  process.  This 
group  was  originally  called  the  Office  of 
Special  Pesticide  Review  ("OSPR”). 
Recently,  it  has  been  renamed  the 


Special  Pesticide  Review  Division 
("SPRD”).  Since  its  creation,  this  group 
has  been  actively  engaged  in 
administering  the  RPAR  process  in 
accordance  with  the  regulations  set  out 
at  40  CFR  162.11,  the  Administrator’s 
directives  implementing  the  pesticide 
decisionmaking  reform  proposals  of  the 
Ad  Hoc  Review  Committee,  and  the 
amendments  to  FIFRA. 

The  activities  of  the  Agency  in 
implementing  the  RPAR  process  can 
best  be  summarized  by  briefly 
describing  the  various  stages  in  the 
RPAR  process,  and  listing  the  actions 
which  have  been  taken  at  each  stage. 

The  first  stage  in  the  process  is  the 
acceptance  chemical  as  a  candidate  for 
the  possible  issuance  of  an  RPAR. 
Approximately  190  chemicals  have  been 
nominated  for  RPAR  candidate  status 
by  diverse  groups  of  people  including 
Agency  employees,  public  interest 
groups,  and  Congressmen.  Of  these, 
approximately  55  have  been  accepted  as 
candidate  chemicals;  approximately  86 
have  been  rejected  as  candidate 
chemicals;  and  approximately  49  are 
currently  pending  determinations 
concerning  acceptance  or  rejection  as 
candidate  chemicals. 

Once  a  chemical  has  been  accepted  as 
a  candidate,  the  next  stage  in  the 
process  involves  deciding  whether  one 
or  more  risk  criteria  (“triggers”)  have 
been  met.  This  stage  generally  involves 
collection  of  information  bearing  on  the 
possible  risk  triggers,  and  the  review  of 
this  information  to  determine  whether  a 
risk  trigger  has  in  fact  been  met.  (This 
stage  in  the  process  also  involves 
informal  notification  to  registrants  or 
applicants  for  registration  that  a 
pesticide  has  been  accepted  as  an  RPAR 
candidate,  together  with  notification  of 
the  general  nature  of  the  Agency’s 
concerns  about  the  pesticide.  Such 
notifications  are  typically  followed  by 
informal  exchanges  of  information 
between  the  Agency  and  the  registrant 
or  applicant.) 

In  36  cases,  a  decision  was  made  to 
issue  a  notice  of  rebuttable  presumption 
against  registration  for  some  or  all  uses 
of  the  chemical.  The  RPAR  notices  were 
each  accompanied  by  a  support 
document  (called  “Position  Document 
No.  1”)  which  sets  forth  the  Agency’s 
reasons  for  concluding  that  one  or  more 
risk  criteria  had  been  met  and  that 
issuance  of  an  RPAR  was  warranted. 
These  decisions  to  issue  RPAR’s  were 
published  in  the  Federal  Register  as 
follows:  3 


3  In  the  case  of  one  chemical,  picloram.  the 
Agency  determined  that  no  risk  criterion  had  been 
met  and  that  issuance  of  an  RPAR  was  not 
warranted  (41  FR  8824.  March  1, 1976). 
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Amitraz  42  FR  18299  (April  6, 1977) 

Benomyl  42  FR  61788  (December  0, 1977) 

BHC  (benzene  hexachloride)  41  FR  46024 
(October  19, 1978) 

Cadmium  42  FR  56574  (October  26, 1977) 
Calcium  arsenate  43  FR  48267  (October  18, 
1978) 

Chlorobenzilate  41  FR  21517  (May  26, 1976) 
Chloroform  41  FR  14588  (April  6, 1979) 

Coal  tar  43  FR  48154  (October  18, 1978) 
Creosote  43  FR  48154  (October  18, 1978) 

DBCP  (dibromochloropropane)  42  FR  48026 
(September  22, 1977) 

Diallate  42  FR  27669  (May  31, 1977) 

Dimethoate  42  FR  45806  (September  22, 1977) 
EBDC  (ethylenebisdithiocarbamates)  42  FR 
40618  (August  10, 1977) 

Endrin  41  FR  31318  (July  27, 1976) 

EPN  (ethyl  p-nitcophenyl 
thionobenzenephosphonate)  44  FR  54384 
(September  19, 1979) 

Ethylene  dibromide  42  FR  63134  (December 

14. 1977) 

Ethyleneoxide  43  FR  3800  (January  27, 1978) 
Inorganic  arsenicals  43  FR  63134  (October  18, 
1978) 

Kepone  41  FR  12333  (March  25, 1976) 

Lead  arsenate  43  FR  48267  (October  18, 1978) 
Lindane  42  FR  9816  (February  18, 1977) 

Maleic  hydrazide  42  FR  56920  (October  28, 

1977) 

PCNB  (pentachloronitcobenzene)  42  FR  61894 
(December  7, 1977) 

Pentachlorophenol  43  FR  48443  (October  18, 

1978) 

Pronamide  42  FR  32302  (June  24, 1977) 

Silvex  43  FR  17116  (April  21, 1978) 

Sodium  arsenate  43  FR  48267  (October  18, 

1978) 

Sodium  fluoroacetimide  (1081)  41  FR  52792 
(December  1, 1976) 

Sodium  fluoroacetate  (1080)  41  FR  52792 
(December  1, 1976) 

Sodium  pyroarsenate  43  FR  48267  (October 

18. 1978) 

Strychnine  42  FR  2714  (January  13, 1977) 
Strychnine  sulfate  42  FR  2714  (January  13, 
1977) 

2.4.5- T  43  FR  17116  (April  21, 1978) 

2.4.5- TCP  42  FR  41268  (September  15, 1978) 
Thiophonate  methyl  42  FR  61970  (December 

7. 1977) 

Toxaphene  42  FR  26860  (May  27, 1977) 

The  next  stage  of  the  RPAR  process 
involves  the  Agency’s  receipt  of  the 
information  submitted  by  registrants, 
applicants  for  registration  and  other 
interested  persons  concerning  the 
accuracy  or  sufficiency  of  the  risk 
concerns  and  the  benefits  of  the 
pesticide  use  or  uses  in  question.  After 
this  information  is  assembled,  the 
Agency  critically  reviews  it  and 
determines  whether  the  presumption  has 
been  rebutted,  and  (if  the  determination 
is  that  the  presumption  has  not  been 
rebutted)  whether  the  risks  associated 
with  the  pesticide  use  in  question  are 
unreasonable.  At  this  stage,  in  the  event 
that  the  Agency  determines  that  the 
presumption  has  not  been  rebutted,  it 
also  considers  a  number  of  regulatory 
options,  which  typically  range  in 
severity  from  unconditional  cancellation 


to  relatively  minor  changes  in  the  terms 
and  conditions  of  registration  for  a 
pesticide  use.  A  key  purpose  for 
considering  a  range  of  options  is  to 
determine  whether  approaches  short  of 
full  cancellation  and  total  removal  from 
the  market  can  achieve  exposure  (and 
therefore  risk)  reductions  which  are 
sufficient  to  remedy  the  unreasonable 
adverse  effect  problem  which  the 
Agency  ha3  found  to  be  presented  by 
the  pesticide  use.  The  Agency 
announces  its  preliminary 
determinations  in  a  Preliminary  Notice 
of  Determination,  which  is  accompanied 
by  a  support  document  (called  either 
“Position  Document  No.  2”  or  "Position 
Document  No.  2— 3”).4  If  the  Agency 
concludes  in  the  Preliminary  Notice  of 
Determination  that  the  presumption  has 
not  been  rebutted  and  that  some 
regulatory  action  is  necessary,  the 
Preliminary  Notice  of  Determination  will 
include  a  description  of  the  regulatory 
actions  which  the  Agency  has  decided 
to  implement. 

The  Agency  has  issued  the  following 
Preliminary  Notices  of  Determination, 
which  were  published  in  the  Federal 
Register  on  the  dates  indicated: 

Amitraz  44  FR  2678  (January  12, 1979) 

Benomyl  44  FR  51166  (August  30, 1979) 
Chlorobenzilate  43  FR  29824  (July  11, 1978) 
Dimethoate  44  FR  66558  (November  19, 1979) 
Endrin  43  FR  51132  (November  2, 1978) 
Pronamide  44  FR  3083  (January  15, 1979) 

Silvex  44  FR  41536  (July  17, 1979) 

2,4,5-T  44  FR  41536  (July  17, 1979) 

Thiophonate  methyl  44  FR  58798  (October  11, 

1979) 

Trifluralin  44  FR  50911  (August  30, 1979) 

The  next  stage  in  the  process  involves 
review  of  the  Preliminary  Notice  of 
Determination  by  the  Secretary  of 
Agriculture,  the  FIFRA  Scientific 
Advisory  Panel,  and  interested  members 
of  the  public. 

Since  the  Scientific  Advisory  Panel  is 
an  advisory  committee,  its  procedures 
are  governed  by  the  Federal  Advisory 
Committee  Act  (5  U.S.C.  Appendix 
section  1  et  seq.).  Among  other  things, 
the  Federal  Advisory  Committee  Act 
requires  the  committee  to  act  in  public 
sessions  after  appropriate  notice,  and  to 
offer  interested  persons  an  opportunity 
to  appear  and  to  participate.  Because  of 
these  procedural  requirements,  the 
Scientific  Advisory  Panel  sessions  are, 

4  If  the  Agency  concludes  that  the  presumption 
has  been  rebutted,  the  Position  Document  will 
address  risk  issues  only,  and  will  be  called 
"Position  Document  No.  2.”  If  the  Agency  concludes 
that  the  presumption  has  not  been  rebutted,  it 
generally  proceeds  to  consider  benefits  issues  and 
regulatory  options,  without  stopping  to  prepare  a 
separate-position  document  on  risk  issues  alone. 
Accordingly,  in  such  cases  (i.e.,  where  the 
presumption  is  not  rebutted)  the  position  document 
is  called  "Position  Document  2-3.” 


in  effect,  informal  hearings,  at  which 
presentations  are  made  by  the  Agency 
and  other  interested  persons.  They 
typically  involve  a  spirited  give-and- 
take  between  panel  members,  Agency 
technical  staff  and  scientists  appearing 
on  behalf  of  other  interested  persons.  A 
transcript  of  the  proceedings  is  taken 
and  becomes  a  part  of  the  public  record 
of  the  RPAR  proceeding.  At  the 
conclusion  of  the  panel’s  deliberations, 
the  panel  typically  prepares  a  report  to 
the  Agency  containing  its  comments  on 
the  impact  of  the  proposed  action  on 
health  and  the  environment. 

Since  the  Federal  Advisory 
Committee  Act  does  not  apply  to  the 
Secretary  of  Agriculture’s  review  of  a 
Preliminary  Notice  of  Determination,  the 
procedures  used  by  the  Secretary  are 
informal,  and  need  not  involve  hearings 
or  other  opportunities  for  the  formal 
presentation  of  views  by  persons 
outside  the  Department  of  Agriculture. 

The  Agency  has  adopted  a  policy  of 
inviting  comment  from  registrants, 
public  interest  groups  and  other 
interested  members  of  the  public  at  the 
same  time  that  it  solicits  comments  from 
the  Scientific  Advisory  Panel  and  the 
Secretary  of  Agriculture.  This  policy  has 
been  adopted  because  it  is  consistent 
with  the  principal  theme  of  the  RPAR 
process,  i.e.,  to  facilitate  the  broadest 
possible  public  exchange  of  views  on 
issues  relevant  to  Agency 
decisionmaking  concerning  problem 
pesticides.  The  Agency  has  invited 
public  comments  through  the  publication 
of  Federal  Register  notices  and  through 
other  means:  the  time  period  for 
submission  of  public  comments  has 
generally  been  the  same  as  the  time 
period  for  submission  of  comments  by 
the  Secretary  of  Agriculture  and  the 
Scientific  Advisory  Panel. 

The  external  review  phase  ends  either 
with  the  submission  of  comments  by  the 
Scientific  Advisory  Panel,  the  Secretary 
of  Agriculture,  and/or  interested 
members  of  the  public,  or  by  the 
expiration  of  time  periods  provided  for 
comment  (together  with  any  extensions 
agreed  upon)  without  the  submission  of 
comments.  The  Agency  then  reviews 
any  comments  which  have  been 
submitted,  and  decides  whether  to 
implement  the  regulatory  action  which 
was  proposed,  or  to  withdraw  the 
proposal  or  modify  it  in  some  way.  The 
Agency’s  determinations  in  this  regard, 
and  the  reasons  for  them,  are  set  forth  in 
a  Final  Notice  of  Determination,  and  an 
accompanying  position  document 
(called  “Position  Document  No.  4”). 
These  documents  are  sent  by  registered 
mail  to  all  registrants  and  applicants  for 
registration,  and  published  in  the 
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Federal  Register.  The  Final  Notice  of 
Determination  specifies  the  regulatory 
action  which  is  being  implemented,  and 
provides  notification  to  registrants  and 
others  concerning  the  hearing  rights 
available  under  the  statute,  and  what 
steps  must  be  taken  to  perfect  these 
hearing  rights.  (If  the  Agency  has 
determined  to  initiate  cancellation 
proceedings  under  section  6(b)(1)  or 
section  6(b)(2)  of  FIFRA,  the  Final 
Notice  of  Determination  is  the  document 
which  effectuates  this  action.) 

The  Agency  has  issued  the  following 
Final  Notices  of  Determination,  which 
were  published  in  the  Federal  Register 
on  the  dates  indicated: 

Amitraz  44  FR  32736  (June  7, 1979)  44  FR 

59938  (October  17, 1979)  (correction) 
Chlorobenzilate  44  FR  9547  (February  13, 

1979) 

DBCP  43  FR  40911  (September  13. 1978)  and 

44  FR  65135  (November  9, 1979) 

Endrin  44  FR  43631  (July  25, 1979) 

Kepone  42  FR  18885  (April  11, 1977) 

Pronamide  44  FR  61640  (October  26, 1979) 
Silvex  44  FR  72316  (December  13, 1979) 

2,4,5-T  44  FR  72316  (December  13, 1979) 

(The  Agency  has  also  accepted  voluntary 
cancellations  of  the  following  chemicals: 
acrylonitrile,  aramite,  arsenic  trioxide,  basic 
copper  arsenate,  benzac,  BHC,  chloranil, 
chlordecone,  copper  acetoarsenite,  monuron, 
OMPA  (acetamethylpyrophosphoramidej, 
10,10-oxbisphenoxarsine,  phenarzinechloride. 
safrole,  sodium  arsenite,  strobane  and 
trysben.) 

D.  The  1978  Amendments  to  FIFRA 

On  September  30, 1978,  the  Federal 
Pesticide  Act  of  1978  was  enacted  and 
accomplished,  for  the  third  time  in  six 
years,  significant  amendments  to  FIFRA. 
Several  provisions  of  the  Federal 
Pesticide  Act  of  1978  are  relevant  to  the 
RPAR  process  and  the  Agency’s  Rules  of 
Practice  for  cancellation  hearings.  These 
provisions  are  as  follows: 

1.  Interim  Administrative  Review — a. 
FIFRA  Section  3(c)(8). — Section  6  of  the 
Federal  Pesticide  Act  of  1978  added  new 
section  3(c)(8)  to  FIFRA,  which  provides 
as  follows: 

"Interim  Administrative  Review. 
Notwithstanding  any  other  provision  of  this 
Act,  the  Administrator  may  not  initiate  a 
public  interim  administrative  review  process 
to  develop  a  risk-benefit  evaluation  of  the 
ingredients  of  a  pesticide  or  any  of  its  uses 
prior  to  initiating  a  formal  action  to  cancel, 
suspend,  or  deny  registration  of  such 
pesticide,  required  under  this  Act,  unless 
such  interim  administrative  process  is  based 
on  a  validated  test  or  other  significant 
evidence  raising  prudent  concerns  of 
unreasonable  adverse  risk  to  man  or  the 
environment.  Notice  of  the  definition  of  the 
terms  ‘validated  test’  and  ‘other  significant 
evidence’  as  used  herein  shall  be  published 
by  the  Administrator  in  the  Federal  Register.” 


This  section  imposes  requirements 
concerning  the  quality  of  the 
information  which  must  be  available  to 
the  Administrator  to  issue  an  RPAR. 

These  requirements  are  similar  to  the 
requirements  imposed  in  the  1975 
regulations,  to  the  effect  that  risk 
criteria  must  be  met  by: 

“tests  conducted  with  the  animal  species  and 
pursuant  to  the  test  protocols  specified  in  the 
Registration  Guidelines,  or  by  test  results 
otherwise  available.  In  making  this 
determination,  the  Agency  will  take  into 
consideration  the  type  of  effect,  the  statistical 
significance  of  the  findings  and  whether  the 
tests  were  conducted  in  accordance  with  the 
material  requirements  for  valid  tests  as 
recognized  by  experts  in  the  field.”  (40  CFR 
162.11(a)(3)]. 

The  requirement  that  the  Agency 
publish  a  notice  in  the  Federal  Register 
defining  the  terms  “validated  tests"  and 
“other  significant  evidence”  was 
satisfied  on  February  14, 1979,  by  the 
publication  of  a  notice  titled  “Proposed 
Definitions  of  ‘Validated  Tests’  and 
‘Other  Significant  Evidence.’”  (44  FR 
9626,  February  14, 1979.)  This  document 
provides  that  the  definitions  of  these 
terms  shall  be  the  definitions  given  to 
them  in  the  Conference  Report  on  the 
Federal  Pesticide  Act  of  1978  (S.  Rep. 

No.  94-1188,  95th  Cong.,  2d  Sess.  35 
(1978)).  Those  definitions  are  as  follows: 

“The  Administrator  shall  insure  that  the 
pesticide  shall  be  subject  to  the  RPAR 
process  only  on  the  basis  of  a  validated  test 
or  other  significant  evidence  (and  not  on  the 
basis  of  unsubstantiated  claims),  and  that  the 
term  ‘validated  test’  be  defined  as  a  test 
conducted  and  evaluated  in  a  manner 
consistent  with  accepted  scientific 
procedures,  and  that  the  term  ‘other  scientific 
evidence,’  be  defined  as  evidence  that  relates 
to  the  uses  of  a  pesticide  and  their  adverse 
risk  to  man  or  the  environment.  It  is  the 
intent  of  the  conferees  that  ‘other  significant 
evidence’  of  risk  means  factually  significant 
information  and  is  not  to  include  evidence 
based  only  on  the  misuse  of  a  pesticide.” 

The  Agency  invited  comments  on 
these  definitions  by  reminding 
interested  persons  that  changes  to  the 
RPAR  procedures  were  underway,  and 
that  comments  on  the  definitions  or 
other  relevant  matters  would  be 
welcome. 

b.  RPAR  Procedureal  Guidance  in  the 
Conference  Report. — Section  3(c)(8)  of 
FIFRA  was  originally  proposed  by 
Congressman  Grassley,  and  became  a 
part  of  the  House  version  of  what 
became  the  Federal  Pesticide  Act  of 
1978.  The  Senate  version  contained  no 
comparable  provision;  in  conference,  the 
Senate  Conferees  deferred  to  the  House 
on  this  matter. 

In  addition  to  agreeing  to  the  inclusion 
of  what  became  FIFRA  section  3(c)(8)  in 
the  conference  substitute,  the  Conferees 


agreed  to  the  inclusion  in  the 
Conference  Report  of  several 
paragraph's  of  procedural  guidance 
concerning  the  RPAR  process.  (S.  Rep. 

No.  95-1188,  95th  Cong.,  2d  Sess.  35-36 
(1978)).  While  the  procedural  guidance 
included  in  the  Conference  Report  is  not 
reflected  in  the  statute,  the  Agency  has 
decided  as  a  policy  matter  to  implement 
this  procedural  guidance  to  the  extent 
practicable. 

The  first  area  addressed  by  the 
Conferees  concerned  early  notice  to 
registrants  of  the  possibility  that  a 
pesticide  may  meet  RPAR  risk  criteria, 
in  order  to  facilitate  an  early  exchange 
of  views.  In  the  view  of  the  Conferees, 
this  notification  should  be  written,  and 
should  be  a  private  communication 
between  the  Agency  and  the  registrant. 

As  representatives  of  the  Agency 
noted  before  the  Conference  Committee, 
the  Agency  has  followed  a  practice  in 
the  past  of  notifying  registrants  by 
letters  when  a  pesticide  has  been 
accepted  as  a  candidate  for  the  possible 
issuance  of  a  rebuttable  presumption 
against  registration.  Such  leters  have 
typically  informed  the  registrant  in 
general  terms  of  the  bases  for  the 
Agency’s  tentative  conclusions  that  a 
pesticide  may  meet  RPAR  risk  criteria. 
The  letters  have  often  been  followed  by 
both  written  and  oral  exchanges 
between  the  registrant  and  the  Agency 
relating  to  the  Agency’s  tentative  risk 
concerns  about  the  pesticide.  Moreover, 
the  Agency  has  typically  made  available 
the  underlying  data  upon  which  its 
tentative  risk  concerns  were  based,  to 
the  extent  these  data  were  not  protected 
from  disclosure  pursuant  to  FIFTRA 
section  10. 

In  view  of  the  practice  which  the 
Agency  has  developed  of  early 
notification  to  registrants  of  its  tentative 
risk  concerns,  the  Agency  will  have  little 
difficulty  in  implementing  the  guidance 
of  the  Conferees  in  this  regard. 

However,  the  Agency  notes  that  it  is 
probably  not  possible  to  conduct  private 
written  communications  with  registrants 
concerning  this  subject,  since  any 
documents  prepared  by  the  Agency 
would  be  subject  to  release  to  interested 
members  of  the  public  pursuant  to  the 
Freedom  of  Information  Act. 

The  other  subject  addressed  in  the 
Conference  Report  concerned 
modifications  to  the  RPAR  process  in 
situations  where  the  Agency  is 
convinced  that  exposure  is  insignificant. 
The  Conferees’  guidance  in  this  area  is 
primarily  relevant  to  pesticides  which 
meet  the  oncogenicity  and  mutagenicity 
risk  triggers.  These  triggers  do  not  take 
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exposure  into  account,5  because  it  is 
generally  recognized  that  these  effects 
are  effects  with  respect  to  which  it  is  not 
possible  to  define  a  “threshold”  below 
which  it  is  unlikely  that  the  effect  would 
occur.  In  the  view  of  the  Conferees,  if 
the  Agency  has  information  at  the  time 
that  it  is  deciding  whether  to  issue  an 
RPAR  which  indicates  that  exposure  is 
insignificant,  it  is  wasteful  to  proceed 
with  the  normal  RPAR  procedures 
(which  would  require  the  Agency  to 
issue  an  RPAR,  and  conclude  at  the  end 
of  the  rebuttal  period  that  the 
presumption  had  been  rebutted,  because 
exposure  was  insignificant).  The 
conferees  felt  that  in  such  situations  the 
Agency  should  “rebut  its  own 
presumption." 

The  Agency  agrees  that  this  approach 
has  merit  in  some  situations,  and,  as 
discussed  more  fully  below,  has 
included  in  this  proposal  provisions 
authorizing  use  of  abbreviated  RPAR 
procedures  (§  162.29).  Moreover,  the 
Agency  notes  that  it  has  recently 
announced  an  action  in  which  it 
“rebutted  its  own  presumption,”  by 
issuing  a  Preliminary  Notice  of 
Determination  without  first  having 
issued  a  Notice  of  Rebuttable 
Presumption  Against  Registration.  (44 
FR  50911,  August  30, 1979.) 

2.  Conditional  Registration. — The 
Federal  Pesticide  Act  of  1978  added  a 
new  section  3(c)(7)  to  FIFRA, 
authorizing  the  Agency  to  issue 
“conditional”  registrations  in  certain 
circumstances,  in  addition  to  so-called 
“permanent"  registrations  under  FIFRA 
section  3(c)(5).  The  considerations 
underlying  the  inclusion  of  this  new 
section  in  the  Act,  and  the  manner  in 
which  the  Agency  intends  to  implement 
the  section,  are  extensively  developed  in 
the  preamble  which  accompanied  the 
Agency’s  Interim  Final  Regulations 
implementing  sections  3(c)(7)  (A)  and 
(B)  44  FR  27932,  May  11, 1979). 

In  implementing  the  conditional 
registration  provisions,  the  Agency 
decided  not  to  utilize  the  RPAR  process 


’The  oncogenicity  trigger,  for  example,  provides 
that  an  RPAR  shall  arise  if  a  pesticide  ingredient, 
metabolite,  or  degradation  product 
"[ijnduces  oncogenic  effects  in  experimental 
mammalian  species  or  in  man  as  a  result  of  oral, 
inhalation  or  dermal  exposure  *  *  *”  (40  CFR 
162.11(a)(3)(ii)(A)]. 

In  contrast,  the  risk  trigger  for  chronic  effects 
other  than  oncogenicity  or  mutagenicity  provides 
that  an  RPAR  shall  arise  if  a  pesticide  ingredient, 
metabolite  or  degradation  product 
"[pjroduces  any  other  chronic  or  delayed  toxic 
effect  in  test  animals  at  any  dosage  up  to  a  level,  as 
determined  by  the  Administrator,  which  is 
substantially  higher  than  that  to  which  humans  can 
reasonably  be  anticipated  to  be  exposed,  taking  into 
account  ample  margins  of  safety  *  *  *’’  [40  CFR 
162.11(a)(3)(ii)(B)]. 


for  purposes  of  making  decisions 
concerning  whether  or  not  to  grant 
conditional  registrations.  Accordingly, 
the  implementing  regulations  amended 
40  CFR  162.7  to  provide,  in  effect,  that 
conditional  registrations  could  be 
approved  under  FIFRA  sections 
3(c)(7)(A)  and  (B)  for  chemicals  which 
met  RPAR  risk  criteria  without  resort  to 
the  RPAR  process.  A  substitute  process 
better  designed  to  meet  the  needs  of  the 
conditional  registration  program  was 
created  in  the  implementing  regulations. 
While  the  implementing  regulations  do 
not  cover  conditional  registration 
actions  under  section  3(c)(7)(C),  the 
preamble  provides  that  decisions  will  be 
made  under  this  section  on  a  case-by- 
case  basis.  The  implication  is  clear  with 
respect  to  actions  under  section 
3(c)(7)(C)  that  the  RPAR  process  will  not 
generally  be  utilized  in  taking  action 
under  this  section. 

There  are  sound  reasons  for  excepting 
the  conditional  registration  program 
from  the  RPAR  process.  Among  other 
considerations,  this  decision  reflects  the 
fact  that  the  RPAR  process  was 
designed  to  facilitate  Agency 
decisionmaking  about  whether  to  grant 
new  permanent  registrations  (or  cancel 
existing  registrations),  by  permitting  in- 
depth  public  examination  of  any 
potential  unreasonable  adverse  effects 
posed  by  such  pesticides.  Since  the 
process  is  designed  for  making  decisions 
which  are  expected  to  have  lasting 
effect,  the  operation  of  the  process 
requires  considerable  time  and  the 
expenditure  of  considerable  resources 
by  the  Agency  and  participants  in  the 
private  sector.  Conditional  registration 
decisions,  on  the  other  hand,  are  by 
definition  decisions  of  less  permanency, 
and  procedures  requiring  smaller 
resource  expenditures  are  therefore 
appropriate  and  in  the  public  interest. 

While  the  RPAR  process  will  not  be 
used  for  making  decisions  about 
whether  to  grant  conditional 
registrations,  the  RPAR  risk  criteria  will 
play  important  roles  in  the  conditional 
registration  program.  Under  section 
3(c)(7)(B),  the  Agency  may  not  approve 
a  conditional  amendment  to  permit  an 
additional  use  of  a  currently  registered 
pesticide  if: 

“the  Administrator  has  issued  a  notice  stating 
that  such  pesticide  or  ingredient  thereof, 
meets  or  exceeds  risk  criteria  associated  in 
whole  or  in  part  with  human  dietary  exposure 
enumerated  in  regulations  issued  under  this 
Act,  and  during  the  pendency  of  such  risk- 
benefit  evaluation  initiated  by  such  notice  if 
(i)  the  additional  use  of  such  pesticide 
involves  a  major  food  or  feed  crop,  or  (ii)  the 
additional  use  of  such  pesticide  involves  a 
minor  food  or  feed  crop  and  the 
Administrator  determines,  with  the 


concurrence  of  the  Secretary  of  Agriculture,  • 
there  is  available  an  effective  alternative 
pesticide  that  does  not  meet  or  exceed  such 
risk  criteria.” 

In  effect,  this  complicated  section 
prohibits  the  Agency  from  permitting 
use  of  a  registered  pesticide  on 
additional  major  food  or  feed  crops  if 
the  pesticide  is  subject  to  an  outstanding 
RPAR  (or  a  cancellation  proceeding 
following  an  RPAR)  based  upon  risk 
concerns  associated  with  human  dietary 
exposure  to  the  pesticide.  If  the 
requested  use  involves  a  minor  food  or 
feed  crop,  the  Agency  cannot  approve 
the  use  if  the  Agency  and  the  Secretary 
of  Agriculture  agree  that  an  alternative 
pesticide  is  available  which  does  not 
meet  or  exceed  RPAR  risk  criteria. 

Finally,  the  RPAR  risk  criteria  play  an 
important  role  in  the  operation  of  FIFRA 
section  3(c)(7)(C).  This  section 
authorizes  the  Administrator  to  grant  a 
conditional  registration  for  pesticides 
including  active  ingredients  not  included 
in  any  currently  registered  pesticide, 
under  certain  limited  conditions. 
However,  the  section  goes  on  to  provide 
expressly  that  one  of  the  conditions 
shall  be  that  the  data  “not  meet  or 
exceed  risk  criteria  enumerated  in 
regulations  issued  under  this  Act 
*  *  *  .”  In  effect,  this  provision  means 
that  the  conditional  registrations 
granted  under  this  section  on  the 
condition  that  certain  additional  studies 
be  done  can  be  cancelled  if  these 
studies  meet  or  exceed  an  RPAR  risk 
criterion.  Thus,  for  example,  if  a 
required  chronic  study  is  conducted 
which  demonstrates  that  a  pesticide 
conditionally  registered  under  this 
section  is  oncogenic,  then  the  pesticide 
would  meet  or  exceed  an  RPAR  risk 
criterion,  and  the  conditional 
registration  could  be  cancelled  for  that 
reason. 

3.  Simplified  Registration 
Procedures. — The  1978  amendments 
added  new  section  3(c)(2)(C)  to  the  Act, 
which  requires  the  Administrator  to  “by 
regulation,  prescribe  simplified 
procedures  for  the  registration  of 
pesticides  *  * 

The  Agency  intends  to  implement  this 
provision  by  establishing  a  generic 
registration  system,  called  the 
Registration  Standards  System.  As 
presently  conceived,  the  Registration 
Standards  System  will  develop  a 
document  containing  a  comprehensive 
statement  of  the  Agency’s  regulatory 
position  on  all  pesticide  products 
containing  the  same  active  ingredient(s). 
This  document,  or  registration  standard, 
will  describe  the  data  (including  all 
limitations  and  deficiencies  in  the  data) 
upon  which  the  Agency’s  regulatory 
position  is  based,  and  the  conditions 


Federal  Register  /  Vol.  45,  No.  154  /  Thursday,  August  7,  1980  /  Proposed  Rules 


52635 


which  must  be  met  to  register  (or 
reregister)  a  product  under  the  standard. 
The  Agency  has  described  its  plans  for 
the  Registration  Standards  System  in 
detail  in  an  Advanced  Notice  of 
Proposed  Rulemaking  (“ANPRM"),  44 
FR  76311,  December  26, 1979. 

One  of  the  Agency’s  goals  is  to  merge 
the  RPAR  process  with  the  Registration 
Standards  System.  Under  such  a  system, 
the  intensive  review  given  to  certain 
uses  of  a  pesticide  would  occur  as  part 
of  the  review  of  all  uses  of  any  product 
containing  that  particular  pesticide. 
However,  merger  of  the  RPAR  process 
and  the  Registration  Standards  System 
would  not  affect  either  the  thoroughness 
of  the  Agency’s  evaluation  of  RPAR 
chemicals,  or  the  opportunities  for 
public  participation  in  the  RPAR 
process.  Many  details  of  how  and  when 
the  merger  of  the  RPAR  process  and  the 
Registration  Standards  System  will 
occur  have  yet  to  be  resolved.  Persons 
interested  in  informing  the  Agency  of 
their  views  on  the  merger  question 
should  do  so  by  submitting  comments  in 
this  rulemaking  proceeding. 

III.  Proposed  Changes  to  the  RPAR 
Rules 

This  section  discusses  the  significant 
aspects  of  the  revised  RPAR  regulations 
which  are  being  proposed.  As  indicated 
earlier,  the  changes  which  the  Agency  is 
proposing  to  these  regulations  will  not 
make  broad  or  sweeping  changes  in  the 
program.  Rather,  this  part  of  the 
proposal  has  as  its  central  theme 
modification  of  the  existing  regulations 
to  reflect  the  experience  with  the 
Agency  has  gathered  over  the  past 
several  years  in  running  the  RPAR 
process  under  the  1975  regulations.  In 
addition,  the  proposal  reflects  the 
Agency's  efforts  to  conform  its  rules  to 
the  changes  in  the  Act  since  the  1975 
regulations  were  promulgated,  and  to 
implement,  to  the  extent  practicable,  the 
procedural  guidance  of  the  Conferees,  as 
reflected  in  the  Conference  Report 
accompanying  the  1978  amendments  to 
FIFRA. 

A.  The  Pesticide  Use — the  Basic 
Building  Block 

The  regulation  of  pesticides  involves 
decisions  about  whether  specific  uses  of 
a  pesticide  are  likely  to  pose 
unreasonable  adverse  effects  on  the 
environment.  In  making  a  decision  about 
a  pesticide  use,  the  Administrator 
considers  the  biological  and  chemical 
characteristics  of  the  compound.  This 
information  by  itself,  however,  can  only 
suggest  potential  problems.  To  focus  the 
regulatory  decision  which  must  be 
made,  the  Administrator  must  have  a 
great  deal  of  practical  information  about 


such  subjects  as  how  the  pesticide  is 
applied,  by  whom  and  in  what  amounts, 
where  and  when  it  is  applied,  the 
purpose  for  which  it  is  applied,  and  the 
importance  of  using  the  pesticide  for  this 
purpose.  Information  about  these  and 
other  subjects  is  necessary  to  define 
what  groups  of  people  or  what  plant  or 
animal  species  may  be  at  risk  and  to 
what  extent,  and  to  assess  the  value  of 
the  pesticide  as  a  tool  for  accomplishing 
a  particular  purpose.  For  registered 
pesticides,  the  basic  starting  point  for 
analysis  of  these  subjects  is  the 
regulatory  restrictions  currently  in  effect 
as  reflected  in  the  labeling  of  the 
pesticide  and  elsewhere.  (For  pesticides 
for  which  applications  for  registration 
are  pending,  the  restrictions  which  have 
been  proposed  by  the  applicant  serve 
the  same  purpose.)  Taken  together,  the 
restrictions  in  effect  (in  the  case  of 
registered  pesticides)  or  proposed  (in  the 
case  of  applications  for  registration) 
comprise  the  terms  and  conditions  of 
registration  or  proposed  terms  and 
conditions  of  registration  for  the  use; 
these  restrictions  define  the  legal  limits 
on  what  can  be  done  with  the  pesticide. 

In  addition  to  playing  a  centrafrrole  in 
focusing  regulatory  decisionmaking 
about  pesticide  uses,  the  terms  and 
conditions  of  registration  shape  the  final 
decision  about  problem  pesticide  uses  in 
another  way.  In  the  course  of  reaching  a 
decision  about  a  particular  use  of  a 
pesticide,  the  Administrator  often  must 
consider  whether  exposure  (and 
therefore  risk)  reductions  can  be 
achieved  by  imposing  restrictions  more 
stringent  than  those  that  exist  or  are 
proposed,  but  less  stringent  than  the 
ultimate  statutory  remedy  of  full 
cancellation.  This  is  because  the  Act 
provides  the  Administrator  with  a  wide 
variety  of  tools  for  dealing  with  the 
situations  where  a  particular  pesticide 
use  appears  to  pose  unreasonable  risks, 
including,  in  appropriate  circumstances, 
imposition  of  additional  restrictions  to 
remedy  unreasonable  adverse  effect 
problem. 

Since  the  basic  unit  in  pesticide 
decisionmaking  is  the  pesticide  use,  and 
since  the  existing  or  proposed  array  of 
restrictions  associated  with  a  use 
(together  with  possible  changes  to  these 
restrictions)  are  central  in  evaluating  the 
registrability  of  the  use,  the  proposed 
regulations  include  definitions  for  the 
terms  “pesticide  use’’  and  “terms  and 
conditions  of  registration"  (§  162.3(ss) 
and  §  162.3(tt)).  The  proposed 
regulations  are  built  around  these 
defined  terms,  in  order  to  insure  that 
regulatory  decisionmaking  in  the  RPAR 
process  remains  focused  on  its  basic 
objectives — identification  and 


assessment  of  unreasonable  adverse 
effect  problems  with  particular  pesticide 
uses,  evaluation  of  the  options  available 
to  the  Administrator  under  the  Act  for 
resolving  such  problems,  and  the 
selection  and  implementation  of  a 
solution. 

B.  Criteria  for  Beginning  RPAR 
Proceedings 

1.  Proposed  §  162.22  incorporates  the 
requirement  imposed  by  new  section 
3(c)(8)  of  the  Act  that  an  RPAR  not  be 
initiated  except  in  situations  where  the 
Administrator  is  persuaded  that  a  risk 
criterion  has  been  met,  based  upon  a 
validated  test  or  other  significant 
evidence  raising  prudent  concerns  of 
unreasonable  adverse  risk  to  man  or  the 
environment.  Definitions  for  the  terms 
“validated  test"  and  “other  significant 
evidence”  are  included  in  the  proposal 
(§  162.3(ww)  and  §  162.3(xx)).  These 
definitions  are  the  same  as  the  ones 
which  were  published  in  the  Federal 
Register  on  February  14, 1979  (44  FR 
9626). 

2.  The  specific  risk  criteria  included  in 
the  1975  regulations  are  utilized  again  in 
the  proposal,  without  change.  There 
have  been  suggestions  for  changes  in 
some  of  the  risk  criteria;  however,  the 
Agency  working  group  on  this  topic  felt 
that  the  question  whether  substantive 
changes  should  be  made  in  the  risk 
criteria  should  be  left  for  consideration 
later,  in  another  rulemaking  proceeding. 
The  Agency  reached  this  conclusion 
because  it  felt  that  consideration  of 
substantive  changes  in  the  risk  criteria 
in  this  rulemaking  proceeding  could 
seriously  delay  the  accomplishment  of 
the  Agency’s  primary  objective  for  this 
rulemaking  proceeding,  which  is  to 
accomplish  procedural  changes  to  the 
RPAR  rules  and  the  Rules  of  Practice  for 
cancellation  proceedings. 

3.  The  proposal  does,  however,  add  an 
additional  basis  for  initiating  an  RPAR 
proceeding.  (§  162.21(a)(2)).  This  section 
provides,  in  effect,  that  the 
Administrator  may  issue  an  RPAR  when 
a  specific  risk  criteria  is  not  met,  but  the 
Administrator  otherwise  determines 
that  it  is  necessary  to  consider  publicly 
whether  a  use  poses  a  potential 
unreasonable  adverse  effect.  This 
additional  basis  for  initiating  an  RPAR 
proceeding  has  been  included  in  order  to 
better  serve  the  fundamental  objectives 
of  the  RPAR  process. 

The  basic  purpose  of  the  RPAR 
process  is  to  allow  the  Agency  to 
conduct  open  and  public  debates 
concerning  pesticide  uses  which  may 
pose  unreasonable  adverse  effects,  and 
therefore  warrant  regulatory  action.  In 
the  1975  regulations,  the  Agency 
attempted  to  define  as  many  situations 
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as  it  could  where  unreasonable  adverse 
effects  problems  may  be  presented. 
However,  in  any  effort  of  this  sort  it  is 
inevitable  that  situations  will  arise  later 
which  are  not  anticipated,  where  the 
Agency  feels  that  an  unreasonable 
adverse  effect  may  be  presented.  The 
solution  to  this  problem  adopted  in  the 
1975  regulations  was  to  permit  the 
Agency  in  such  situations  to  initiate 
cancellation  proceedings,  without  prior 
resort  to  the  RPAR  process  [see,  40  CFR 
162.11(a)(6)].  In  the  Agency’s  judgment, 
this  was  not  a  sound  solution.  Where 
the  Agency  determines  that  it  has  risk 
concerns  which  warrant  public 
consideration,  it  should  not  have  to 
convene  cancellation  proceedings  in 
order  to  consider  these  concerns. 

Instead,  it  should  be  able  to  deal  with 
them  through  the  RPAR  process,  in  the 
same  manner  as  it  would  use  the  RPAR 
process  to  address  other  risk  concerns. 
Accordingly,  the  proposed  regulations 
include  a  section  which  would  allow  the 
Agency  to  begin  RPAR  proceedings  in 
situations  where  no  specific  risk 
criterion  has  been  met,  but  the  Agency 
nonetheless  finds  that  a  potential 
unreasonable  adverse  effect  may  be 
presented. 

C.  New  FIFRA  section  3(c)(8)  and  the 
procedural  guidance  of  the  Conferees 

1.  New  FIFRA  section  3(c)(8). — As 
discussed  in  Section  II  ("Background”), 
the  Federal  Pesticide  Act  of  1978 
inserted  a  new  section  3(c)(8)  in  FIFRA, 
which  prohibits  the  Administrator  from 
starting  an  RPAR  unless  it  is  based  upon 
a  validated  test  or  other  significant 
evidence  raising  prudent  risk  concerns 
about  pesticide.  Section  3(c)(8)  also 
required  the  Administrator  to  publish 
notice  of  his  definitions  of  the  terms 
"validated  test”  and  "other  significant 
evidence”  in  the  Federal  Register.  As 
discussed  above,  the  Administrator 
published  a  Federal  Register  notice  on 
February  14, 1979  (44  FR  9626)  adopting 
as  his  definitions  for  the  terms 
“validated  test”  and  “other  significant 
evidence”  the  definitions  for  these  terms 
included  in  the  conference  report 
accompanying  the  Federal  Pesticide  Act 
of  1978.  Moreover,  the  Administrator 
solicited  comments  concerning  these 
definitions  in  that  Federal  Register 
notice.  The  present  proposal  repeats 
these  definitions  (§  162.3(ww)  and 

§  162.3(xx)). 

2.  The  Procedural  Guidance  of  the 
conferees. — As  also  discussed  in 
Section  II  ("Background”),  the 
conference  report  accompanying  the 
Federal  Pesticide  Act  of  1978  contained 
guidance  to  the  Agency  concerning 
procedures  to  be  utilized  in  the  RPAR 
process.  While  this  guidance  is  not 


reflected  in  the  statute,  the  Agency  has 
nonetheless  decided  as  a  policy  matter 
to  implement  it  to  the  extent  feasible. 
Accordingly,,  the  proposed  regulations 
include  provisions  concerning 
preliminary  communications  with 
registrants  and  applicants  for 
registration  prior  to  the  beginning  of  an 
RPAR  proceeding  (§  162.22)  and 
concerning  alternate,  simplified 
procedures  in  situations  where  such 
simplified  procedures  appear  to  the 
Agency  to  be  in  the  public  interest 
(§  162.29). 

Proposed  §  162.22  deals  with  the 
subject  of  preliminary,  informal 
notification  to  registrants  prior  to  the 
beginning  of  RPAR  proceedings.  In 
concept,  this  section  builds  upon  current 
practice  and  the  guidance  of  the 
Conferees,  by  generally  requiring  the 
Administrator  to  notify  registrants  at  an 
early  stage  of  the  Agency’s  concerns 
about  a  pesticide.  The  proposed  section 
also  would  require  the  Administrator  to 
consider  information  received  from 
registrants  in  deciding  whether  or  not  to 
begin  an  RPAR. 

Several  points  should  be  made 
concerning  proposed  §  162.22  and  the 
policy  underlying  it.  First,  its 
preliminary  notification  provisions 
envision  that  the  Administrator  would 
communicate  to  registrants  in  writing 
the  general  nature  of  the  Agency’s 
tentative  concerns  about  a  pesticide. 
This  kind  of  notice  should  be  contrasted 
with  the  detailed  explanation  of  the 
Administrator’s  position  which  the 
proposed  regulations  require  in  RPAR 
decision  documents,  once  it  is 
determined  to  issue  an  RPAR  (see 
proposed  §  162.33).  In  the  Agency’s 
view,  preliminary  notification  to 
registrants  is  designed  primarily  to 
facilitate  exchange  of  views  with 
respect  to  a  preliminary  position  of  the 
Agency,  and  to  determine  whether  the 
position  is  generally  within  reasonable 
bounds.  If  the  Agency  determines  that  is 
is  in  fact  within  reasonable  bounds,  the 
RPAR  process  itself  is  the  place  for 
thorough  explication  of  the  Agency 
position  and  detailed  and  thorough 
presentation  of  positions  by  registrants 
and  other  interested  persons  in  response 
to  the  Agency  position. 

Second,  proposed  §  162.22  provides 
that  the  period  of  time  for  preliminary 
exchanges  of  views  between  the 
registrant  and  the  Agency  should 
generally  not  exceed  90  days.  The 
notification  itself  will  specify  the  length 
of  the  response  period  (on  a  case-by¬ 
case  basis),  but  the  90-day  limit  is  in 
keeping  with  the  overall  theme  that  the 
preliminary  notification  phase  should 
primarily  consist  of  general  and 


relatively  informal  exchanges. 

Moreover,  it  is  consistent  with  the 
instructions  from  Senator  Leahey  in  the 
floor  debates  in  the  Senate 
accompanying  passage  of  the  1978 
amendments  to  the  effect  that  in 
conducting  preliminary  exchanges  with 
registrants  prior  to  public  RPAR 
proceedings,  the  Agency  should  keep  in 
mind  the  need  for  expedition,  since  time 
expended  in  private  discussions  with 
registrants  about  potential  public  health 
or  environmental  problems  is  inevitably 
time  during  which  the  public  is  deprived 
of  notice  of  potential  problems  and  an 
opportunity  to  participate  in  discussions 
about  matters  affecting  them  (123  Cong. 
Rec.  13,095  (1977)). 

Proposed  §  162.29  provides  for  the 
utilization  of  simplified  RPAR 
procedures  in  situations  where 
simplified  procedures  appear  to  be  in 
the  public  interest.  The  discussion  in  the 
conference  report  concerning  simplified 
procedures  dealt  solely  with  situations 
where  the  Agency  was  able  to  resolve 
its  risk  concerns  prior  to  initiating  an 
RPAR,  because  available  exposure 
information  established  that  exposure 
(and  therefore  risk)  was  minimal.  In 
such  situations,  the  conferees  concluded 
that  it  would  be  wasteful  to  issue  an 
RPAR  since  the  question  which  would 
be  answered  in  the  rebuttal  phase — 
whether  the  pesticide  posed  significant 
risk  concerns — appeared  to  be 
resolvable  without  requiring  the 
submission  of  exposure  information  by 
registrants  as  part  of  a  rebuttal. 

Proposed  §  162.29  deals  with  this 
situation,  and  also  provides  authority 
for  abbreviating  the  RPAR  process  in 
other  situations  where  abbreviated 
procedures  would  be  in  the  public 
interest.  Specifically,  it  permits  the 
Administrator  to  abbreviate  the  RPAR 
process  and  immediately  issue  a 
Preliminary  Notice  of  Determination 
without  previously  having  issued  a 
Notice  of  Rebuttable  Presumption 
Against  Registration  in  any  situation 
where  he  determines  that  the 
information  in  his  possession  on  risks 
and/or  benefits  is  complete  and 
dispositive  of  the  issues  for  resolution  in 
the  RPAR  process,  and  he  determines 
that  no  significant  and  novel  policy 
questions  are  presented.  However,  the 
Administrator  would  be  required  to  set 
out  in  any  such  Preliminary  Notice  of 
Determination  the  findings  which  he  has 
made  which  warrant  the  use  of 
abbreviated  procedures. 

Moreover,  the  general  requirement  for 
public  comment  on  Preliminary  Notices 
of  Determination  (in  proposed  §  162.30) 
would  apply  to  a  Preliminary  Notice  of 
Determination  issued  under  this 
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proposed  section.  Accordingly,  the 
primary  goal  of  the  RPAR  process — 
public  discussion  about  potential 
problem  pesticides — would  be  fulfilled. 

If,  in  the  public  comment  period, 
additional  information  is  brought  to  the 
Administrator’s  attention  which 
warrants  a  different  conclusion  than  the 
one  announced  in  the  Preliminary 
Notice  of  Determination,  the 
Administrator  would  have  authority  to 
take  appropriate  action.  In  such  a 
situation,  the  Administrator  could  issue 
a  revised  Preliminary  Notice  of 
Determination,  could  begin  a  new  RPAR 
proceeding  by  issuing  a  Notice  of 
Rebuttable  Presumption  Against 
Registration,  or  could  utilize  the  saving 
provision  in  proposed  §  162.20  to  fashion 
other  procedures  appropriate  to  the  case 
at  hand. 

D.  Rebuttal  Criteria 

Proposed  §  162.25  sets  forth  the 
Agency’s  proposed  revisions  to  the 
rebuttal  criteria.  As  is  the  case  with 
other  provisions  in  the  proposed  RPAR 
regulations,  the  revisions  to  the  rebuttal 
criteria  reflect  the  experience  which  the 
Agency  has  gained  in  running  the  RPAR 
process  under  the  1975  regulations  over 
the  past  almost  five  years.  In  the 
Agency’s  judgment,  the  revised  rebuttal 
criteria  are  a  significant  improvement 
over  the  rebuttal  criteria  contained  in 
the  1975  regulations,  because  the  revised 
rebuttal  criteria  more  accurately  set 
forth  the  matters  which  the  proponents 
of  registration  must  establish  in  order  to 
lay  to  rest  the  Agency’s  concerns  about 
a  pesticide  use. 

1.  The  proposal  lists  three  separate 
standards  for  rebutting  an  RPAR.  The 
first  standard  (§  162.25  (a)(1)  and  (b)(1)) 
requires  proponents  of  registration  to 
establish  that  the  Agency  was  wrong  in 
concluding  that  a  risk  criterion  had  been 
met.  For  the  most  part,  this  rebuttal 
standard  would  be  applicable  to  those 
situations  where  applicants  or 
registrants  desire  to  attack  the  Agency’s 
assessment  of  the  toxicology  and  other 
adverse  effects  data  which  supported 
the  Agency’s  decision  to  issue  an  RPAR. 

2.  The  second  rebuttal  standard 

(§  162.25(a)(2)  and  (b)(2))  addresses  the 
question  of  whether  a  risk  of  significant 
proportion  is  in  fact  posed  by  the 
pesticide  use  in  question  even  assuming 
that  a  risk  criterion  has  been  met,  There 
are  two  components  in  any  risk 
analysis:  (1)  the  likelihood  that  a 
compound  will  cause  an  effect  in  an 
organism,  i.e.,  its  toxic  properties,  and 
(2)  the  likelihood  that  a  susceptible 
organism  will  be  exposed  to  the 
compound  in  question.  The  proposed 
rebuttal  standard  requires  the  proponent 
of  registration  to  establish  that  no 


significant  risk  would  result  from  use  of 
the  pesticide  in  accordance  with  the 
terms  and  conditions  of  registration  and 
widespread  and  commonly  recognized 
practice,  taking  into  account  all  factors 
relevant  to  assessing  risk  and  pertinent 
to  the  risk  concerns  underlying  the 
RPAR  proceeding. 

The  proposed  rebuttal  standard 
articulates  the  major  risk  factors  which 
proponents  of  registration  would  have  to 
address  in  their  rebuttals.  For  example, 
proponents  of  registration  are  required 
to  take  into  account  exposure  to  the 
pesticide  ingredient,  degradation 
product  or  metabolite  of  concern  by  all 
routes  of  exposure  (including  exposures 
resulting  from  the  concentration, 
persistence  or  accrual  of  the  pesticide 
ingredient,  degradation  product  or 
metabolite  in  man  or  the  environment). 
However,  the  rebuttal  standard  is 
carefully  drawn  in  order  not  to  exclude 
any  factor  which  would  be  applicable  in 
a  given  situation  in  the  future.  This  is 
accomplished  by  including  a  paragraph 
requiring  proponents  of  registration  to 
address  all  factors  relevant  to  assessing 
the  risks  posed  by  the  pesticide  use  in 
question. 

Applying  this  rebuttal  standard  will, 
of  course,  require  the  Agency  to  make 
decisions  about  whether  the  risks  posed 
by  a  pesticide  use  are  significant  or  not. 
In  this  regard,  the  Agency  intends  to 
continue  to  follow  the  approach  it  has 
taken  in  its  previous  RPAR  decisions — 
to  determine  on  a  case-by-case  basis 
whether  the  risks  associated  with  a  use 
are  of  sufficient  magnitude  to  require  the 
Agency  to  consider  the  social,  economic 
and  environmental  benefits  of  the  use, 
and  to  make  a  specific  finding  that  the 
risks  are  not  unreasonable,  in  light  of 
the  social,  economic  and  environmental 
benefits  of  the  use. 

3.  The  last  of  the  rebuttal  standards 
requires  proponents  of  registration  to 
prove  that  the  risks  of  the  pesticide  use 
are  not  unreasonable  (§  162.25(a)(3)  and 
(b)(3)).  The  inclusion  of  this  ground  as  a 
basis  for  rebuttal  of  a  rebuttable 
presumption  against  registration  is  a 
significant  addition  to  the  rebuttal 
standards  included  in  the  1975 
regulations.  In  the  1975  regulations,  the 
rebuttal  standards  solely  addressed  risk 
issues.  Economic  data  and  other 
information  relevant  to  assessing  the 
reasonableness  of  a  risk  posed  by  a 
pesticide  use  could  be  submitted  by 
proponents  of  registration  of  the  use; 
however,  such  information  was  not 
relevant  to  rebuttal  of  the  presumption. 

The  1975  regulations  were  structured 
in  this  way  because  the  purpose  of  the 
RPAR  process  originally  was  to  identify 
“substantial  questions  of  safety” 
requiring  the  convening  of  cancellation 


proceedings  pursuant  to  FIFRA  §  6.  As 
discussed  in  detail  in  Section  II 
("Background"),  the  fundamental 
changes  in  the  law  which  occurred 
shortly  after  the  promulgation  of  the 
1975  regulations,  and  contemporaneous 
decisions  made  by  the  Administrator 
concerning  how  the  PRAR  process 
should  function,  have  resulted  in  a 
situation  where  benefits  information  is 
always  solicited  in  the  RPAR  process, 
and  routinely  considered  in  cases  where 
the  Agency’s  risk  concerns  were  not 
resolved  by  the  rebuttal  submissions. 
Since  information  bearing  on  the 
reasonableness  of  any  risk  is  now 
clearly  relevant  to  determining  what  if 
any  regulatory  action  should  be  taken  at 
the  conclusion  of  the  RPAR  process,  the 
Agency  is  proposing  to  make  the 
reasonableness  of  the  risk  a  basis  for 
rebuttal  of  the  presumption. 

The  rebuttal  standard  concerning  the 
reasonableness  of  the  risk  posed  by  a 
pesticide  use  directs  proponents  of 
registration  of  a  pesticide  use  to 
demonstrate  two  things.  First,  they  must 
establish  that  the  benefits  of  the  use 
outweigh  the  risks  which  are  associated 
with  it.  Secondly,  they  must  establish 
that  the  risk  cannot  be  reduced  further 
by  modifications  to  the  terms  and 
conditions  of  registration  without  costs 
which  are  unreasonable  in  light  of  the 
risk  reductions  which  could  be  achieved. 
The  Agency  has  required  that  both 
conditions  be  satisfied  because  it  has 
consistently  taken  the  position  that  a 
risk  may  be  unreasonable  either 
because  the  level  of  risk  is  not  justified 
by  the  benefits  which  derive  from 
having  the  chemical  available  as  a  tool 
to  society,  or  because  the  risks  which 
are  posed  by  the  use  are  higher  than 
they  need  to  be,  in  light  of  available  risk 
reduction  possibilities. 

E.  Consequences  of  not  Rebutting  an 
RPAR 

The  purpose  of  the  RPAR  process  is  to 
identify  unreasonable  adverse  effect 
problems,  and  to  make  decisions  about 
the  appropriate  regulatory  response. 
Accordingly,  the  rebuttal  standards 
have  been  designed  so  that  if  a  rebuttal 
attempt  is  successful  (i.e.,  proponents  of 
registration  establish  that  one  or  more  of 
the  rebuttal  standards  have  been 
satisfied),  it  will  follow  that  there  is  no 
unreasonable  adverse  effect  problem 
requiring  a  regulatory  response.  On  the 
other  hand,  if  the  proponents  of 
registration  fail  to  establish  that  one  of 
the  rebuttal  standards  has  been  met  in 
full,  it  follows  that  an  unreasonable 
adverse  effect  problem  requiring  some 
regulatory  response  has  been  identified. 

Proposed  §  162.26  is  designed  to  set 
forth  the  consequences  of  failures  to 
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successfully  rebut  a  rebuttable 
presumption  against  registration.  The 
concept  underlying  proposed  §  162.26  is 
relatively  simple.  If  an  unreasonable 
adverse  effect  problem  has  been 
demonstrated,  and  the  Administrator 
has  not  found  that  the  problem  can  be 
remedied  by  changes  to  the  terms  or 
conditions  of  registration  of  the 
pesticide  use,  the  Agency  will  initiate 
proceedings  to  cancel  the  pesticide  use 
unconditionally  or,  in  the  case  of  uses 
for  which  applications  for  registration 
are  pending,  to  deny  registration  for  the 
pesticide  use.  On  the  other  hand,  if  it 
appears  to  the  Administrator  that  an 
unreasonable  adverse  effect  exists,  but 
that  the  problem  can  be  adequately 
remedied  by  specific  changes  to  the 
terms  and  conditions  of  registration, 
then  the  Agency  will  take  appropriate 
action  to  implement  those  changes  to 
the  terms  and  conditions  of  registration. 
Finally,  if  the  Administrator  determines 
that  there  is  uncertainty  surrounding 
any  issue  relevant  to  determining 
whether  or  not  the  presumption  should 
be  considered  to  have  been  successfully 
rebutted,  or  whether  an  unreasonable 
adverse  effect  problem  can  be  remedied 
by  changes  to  die  terms  and  conditions 
of  registration,  the  Agency  will  take 
appropriate  action  to  initiate 
cancellation  or  change  in  classification 
proceedings  under  §  6(b)(2)  of  FIFRA. 

With  respect  to  pesticide  uses  which 
pose  unreasonable  adverse  effect 
problems  which  may  be  remedied  by 
changes  to  the  terms  and  conditions  of 
registration,  the  proposal  provides 
merely  that  the  Agency  shall  initiate 
appropriate  action  to  implement  the 
changes  to  the  terms  or  conditions  of 
registration  which  it  has  determined  are 
necessary.  In  drafting  this  part  of  the 
proposal,  the  Agency  considered  but 
rejected  an  approach  which  would  have 
set  forth  much  more  precise  instructions 
concerning  the  type  of  administrative 
proceeding  which  should  be  used  to 
implement  specific  kinds  of  changes  to 
the  terms  and  conditions  of  registration 
which  the  Agency  had  decided  upon. 
This  approach  was  rejected  primarily 
because  the  statute  provides  the 
Administrator  with  a  number  of 
mechanisms  for  accomplishing  changes 
to  the  terms  and  conditions  of 
registration,  and  in  some  instances  more 
than  one  statutory  proceeding  is 
available  for  accomplishing  a  given 
change. 

For  example,  initial  classification 
decisions  can  be  accomplished  either 
through  conditional  concellation  actions 
under  FIFRA  section  6(b)(1)  [see,  e.g.,  44 
FR  9547  (February  13, 1979) 
(chlorobenzilate)],  or  through 


rulemaking  proceedings  under  existing 
§  162.30.  Moreover,  in  many  instances, 
the  Administrator  will  decide  to  impose 
a  number  of  changes  in  the  terms  and 
conditions  of  registration,  requiring  the 
use  of  several  statutory  procedures 
simulaneously.  For  example,  the 
Administrator  could  decide  to  change 
the  directions  for  use  of  a  particular 
pesticide  use,  by  a  conditional 
cancellation  action  under  FIFA  section 
6(b)(1),  and  at  the  same  time  to  initially 
classify  the  pesticide  use  for  restricted 
use  and  impose  an  “other  regulatory 
restriction”  through  a  rulemaking 
proceeding  under  FIFRA  section 
3(d)(l)(C)(ii). 

In  short,  it  did  not  appear  possible  to 
provide  meaningful  and  clear 
instructions  concerning  which  statutory 
procedures  should  be  utilized  to 
accomplish  particular  changes  to  the 
terms  and  conditions  of  registration,  in 
light  of  the  complexities  of  the  statute 
and  the  number  of  factors  bearing  on  the 
use  of  particular  statutory  tools  in  actual 
cases.  Accoringly,  the  Agency  selected 
the  option  of  prescribing  the  outcome — 
effectuation  of  changes  to  the  terms  and 
conditions  of  registration.  The  proposal 
then  leaves  to  the  Administrator  on  a 
case-by-case  basis  the  selection  of 
appropriate  statutory  procedures  for 
accomplishing  those  changes  to  the 
terms  and  conditions  of  registration. 

The  proposal  also  gives  the 
Administrator  the  flexibility  to  utilize 
the  statutory  option  of  initiating 
cancellation  or  change  in  classification 
proceedings  under  section  6(b)(2)  rather 
than  under  section  6(b)(1).  Under  the 
statute,  a  section  6(b)(2)  hearing  is 
“open-ended”  in  the  sense  that  it 
commences  without  a  specific  proposal 
to  cancel  a  pesticide  use,  but  instead  is 
called  “to  determine  whether  or  not” 
cancellation  or  change  in  classification 
is  necessary.  However,  although  a 
section  6(b)(2)  hearing  begins  without 
the  Agency’s  having  taken  a  position  on 
the  ultimate  regulatory  questions  at 
issue,  it  can  still  result  in  the  issuance 
after  its  completion  of  unconditional  or 
conditional  cancellation  orders  if  the 
record  generated  supports  that  result. 
Similarly,  it  may  culminate  in  a 
determination  that  existing  terms  and 
conditions  of  registration  are  adequate 
and  that  no  modifications  or  further 
regulatory  actions  are  necessary. 

The  proposal  directs  the 
Administrator  to  make  the  choice 
between  section  6(b)(1)  proceedings  and 
section  6(b)(2)  proceedings  on  the  basis 
of  his  evaluation,  after  reviewing  the 
administrative  record,  of  the  extent  to 
which  formal  evidentiary  proceedings 
are  likely  to  change  his  final  decision 


regarding  the  uses  at  issue.  If  he 
concludes  that  the  administrative  record 
appears  to  establish  that  regulatory 
action  should  be  taken  and  that  formal 
proceedings  are  not  likely  to  change  that 
determination,  he  will  issue  a  section 
6(b)(1)  notice.  The  regulatory  actions 
proposed  in  that  notice  will  then  become 
final  unless  a  person  adversely  affected 
requests  a  formal  hearing.  If  he 
concludes  that  the  administrative  record 
fails  to  resolve  certain  questions  which 
could  be  answered  in  a  decisionally 
significant  way  by  formal  proceedings, 
he  will  issue  a  section  6(b)(2)  notice 
requiring  those  issued  to  be  explored  in 
an  adjudicatory  hearing.  Such  hearing 
will  then  automatically  be  held;  even  if 
no  one  else  participates,  an  agency  trial 
staff  will  be  named,  and  will  make  a 
record  on  the  issues  designated.  Finally, 
if  the  administrator  determines  that  no 
regulatory  action  is  called  for,  he  will 
state  that  position  in  his  final  Notice  of 
Determination.  No  further  regulatory 
proceedings  will  be  held,  but  his 
decision  will  be  subject  to  review  in  a 
United  States  Court  of  Appeals  under 
section  16(b)  of  FIFRA. 

The  Agency’s  purpose  in  proposing 
these  distinctions  is  to  make  the 
standards  for  use  of  section  6(b)(1)  and 
section  6(b)(2)  notices  parallel  the 
reforms  being  made  to  the  hearing 
procedures  in  Part  164. 

The  centerpiece  of  those  reforms, 
described  in  detail  below,  is  a  set  of 
"screening  tests"  that  will  be  applied  in 
hearings  following  a  section  6(b)(1) 
notice  to  establish  the  extent  to  which 
introduction  of  additional  evidence, 
cross-examination,  and  the  referral  of 
issues  to  the  National  Academy  of 
Sciences  will  be  permitted.  The  broad 
purpose  of  these  tests  is  to  ensure  that 
formal  hearings  are  focussed  on  the 
types  of  issues  they  are  best  qualified  to 
address,  and  do  not  expend  time  and 
resources  on  matters  which  have  little 
prospect  of  being  further  clarified  or 
achieving  decisional  significance. 

Against  this  background,  issuance  of  a 
section  6(b)(1)  notice  places  a  burden  on 
those  who  request  hearings  to  show  that 
the  screening  tests  have  been  satisfied 
and  that  further  proceedings  are 
justified.  The  Agency  anticipates  that  in 
many  cases  the  tests  will  be  satisfied  at 
least  in  part.  In  these  cases  the  effect  of 
issuance  of  the  section  6(b)(1)  notice 
will  be  to  trigger  party  efforts  to  meet 
the  screening  tests,  thus  resulting  in  a 
more  focussed  hearing  than  would 
otherwise  have  resulted.  And,  in  cases 
where  no  hearing  is  requested,  or  further 
proceedings  are  not  justified,  issuance  of 
a  section  6(b)(1)  notice  allows  the 
Agency  to  implement  without  hearings 
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the  decision  it  reached  when  it  issued 
the  section  6(b)(1)  notice. 

In  other  cases,  however,  the  Agency 
may  become  convinced  before  the  end 
of  the  RPAR  process  that  these 
secreening  tests  have  been  satisfied.  In 
such  cases  it  would  serve  no  purpose  to 
require  parties  to  argue  for  a  result 
which  the  Agency  had  already  accepted. 
It  is  in  these  circumstances  that  section 
6(b)(2)  notices  providing  for  an 
automatic  hearing  will  be  issued.  To 
preserve  consistency  in  the  operation  of 
these  regulations,  the  tests  for  issuing  a 
section  6(b)(2)  notice  closely  parallel  the 
tests  for  screening  requests  for  further 
proceedings  received  in  6(b)(1)  hearings. 

Two  additional  points  should  be  made 
concerning  the  interplay  of  this 
provision  with  the  proposed  changes  to 
Part  164.  First,  the  Agency  interprets  the 
term  “adversely  affected” — as  used  in 
the  context  of  standing  to  request  a 
hearing  in  response  to  section  6(b)(1) 
notices — to  include  ony  persons  who 
want  to  prevent  proposed  actions  from 
becoming  effective,  and  to  litigate  with 
the  Agency  an  unreasonable  adverse 
effects  problem.  The  term  does  not 
include  persons  who  believe  that  the 
Agency  did  not  go  far  enough  and  who 
therefore  want  the  Agency  to  take 
actions  more  restrictive  than  those 
proposed  in  the  section  6(b)(1)  notice. 

Accordingly,  the  proposal  would 
afford  this  latter  class  of  persons  an 
opportunity  to  demonstrate  to  the 
Administrator — during  the  RPAR 
process — that  an  action  which  he  has 
proposed  is  inadequate,  based  on  a 
showing  that  the  RPAR  has  failed  to 
satisfactorily  resolve  substantial  factual 
issues  which  could  have  a  significant 
impact  on  the  final  regulatory  outcome. 
This  showing  would  most  likely  be 
made  by  such  a  person  during  the  public 
comment  period  (under  proposed 
§  162.28)  on  a  Preliminary  Notice  of 
Determination  which  proposed  the 
action  claimed  to  be  inadequate,  or 
during  SAP  consideration  of  that  notice. 
If  the  Administrator  then  made  the 
requisite  findings  described  above,  the 
Final  Notice  of  Determination  would 
initiate  section  6(b)(2)  6  hearings  on  the 
issues  to  be  resolved  concerning  the 
pesticide  use  at  stake. 


sIt  is  conceivable  that  the  Administrator  could 
determine  that  certain  minimum  actions  are 
warranted  in  any  event  (e.g.,  specific  modifications 
to  the  terms  and  conditions  of  registration),  and  that 
the  only  uncertainty  concerns  whether  additional 
restrictions  or  modifications  are  necessary.  In  those 
circumstances,  the  Final  Notice  of  Determination 
could  propose  certain  actions  under  section 
6(b)(1) — which  would  take  effect  by  operation  of 
law  if  no  requests  for  a  hearing  were  received — and 
could  also  initiate  a  section  6(b)(2)  hearing  on 
specified  issues  in  order  to  decide  whether  the  more 
restrictive  actions  were  necessary. 


Second,  the  proposed  “screening 
stage"  of  the  Part  164  regulations  would 
not  apply  to  the  issues  specified  in  a 
section  6(b)(2)  notice.  As  explained 
more  fully  below,  the  purpose  of 
screening  issues  before  the  presentation 
of  evidence  commences  in  a  formal 
evidentiary  public  hearing  is  to 
streamline  the  hearing  to  eliminate 
issues  which  are  not  genuinely  in 
dispute,  which  are  not  significant  to  the 
decision,  or  which  may  be  better 
resolved  on  the  basis  of  official  notice  of 
accumulated  Agency  expertise.  A 
person  requesting  further  proceedings 
on  a  section  6(b)(1)  notice  would  be 
required  to  show  that  the  issues  which 
he  wants  to  explore  meet  these  criteria; 
he  would  also  be  required  to  show  why 
the  issues  were  not  satisfactorily 
resolved  in  the  RPAR  process.7 

But  in  deciding  to  initiate  section 
6(b)(2)  proceedings  on  a  particular  issue, 
the  Administrator  necessarily  would 
have  already  decided  that  the  factual 
uncertainty  was  not  satisfactorily 
resolved  in  the  RPAR  process,  and  that 
the  uncertainty  was  of  ultimate 
decisional  significance — in  other  words, 
that  it  was  an  issue  which  could  and 
should  be  profitably  explored  in  an 
adjudicatory  context.  Accordingly,  the 
proposed  Part  164  regulations  provide 
for  an  automatic  “pass-through”  of  the 
issues  specified  by  the  Administrator  in 
a  section  6(b)(2)  notice.  This  is 
accomplished  by  limiting  the  application 
of  the  screening  process  to  requests  for 
further  proceedings  in  response  to 
section  6(b)(1)  notices,  and  by  not 
including  any  parallel  screening  process 
for  issues  designated  by  the 
Administrator  in  a  section  6(b)(2)  notice. 

F.  Review  of  Preliminary  Notices  of 
Determination 

Proposed  §  162.30  deals  with  review 
by  the  Scientific  Advisory  Panel  (SAP) 
and  the  Secretary  of  Agriculture  (USDA) 
of  Preliminary  Notices  of  Determination 
by  requiring  their  referral  to  those 
bodies  for  review  and  comment.  The 
proposal  also  provides  for  the 
solicitation  of  comments  from  interested 
members  of  the  public  concerning 
Preliminary  Notices  of  Determination. 

The  Act  only  requires  the  Agency  to 
forward  proposed  cancellation  actions 
(under  FIFRA  section  6)  and  proposed 
and  final  regulations  (under  FIFRA 
section  25)  for  review  by  the  SAP  and  by 
USDA.  Accordingly,  the  Agency  has  no 


7  In  the  case  of  requests  to  introduce  new 
material,  he  would  have  to  show  good  cause  for  not 
including  the  material  in  the  RPAR  administrative 
record;  in  the  case  of  requests  for  cross- 
examination,  he  would  have  to  show  why  the 
examination  of  the  issue  in  the  RPAR  process  has 
not  provided  adequate  clarification. 


obligation  to  refer  decisions  not  to 
initiate  cancellation  actions,  or 
decisions  to  deny  registration,  which 
result  from  the  RPAR  process.  However, 
the  Agency  clearly  has  discretion  to 
refer  additional  matters  to  the  SAP  and 
to  USDA  and  to  request  comments; 
moreover,  the  Agency  believes  that  it 
would  be  useful  to  have  the  views  of  the 
SAP  and  USDA  on  all  decisions  which 
are  reached  at  the  conclusion  of  the 
RPAR  process,  and  not  just  those 
decisions  which  involve  the  initiation  of 
cancellation  actions,  or  proposed  or 
final  regulations.  Accordingly,  the 
proposal  provides  for  referral  of  all 
Preliminary  Notices  of  Determination  to 
the  SAP  and  USDA  for  comment. 

The  proposal  also  calls  for  the  * 
solicitation  of  comments  from  interested 
members  of  the  public  concerning 
Preliminary  Notices  of  Determination.  In 
this  regard,  the  proposal  restates  the 
Agency’s  longstanding  practice  of 
soliciting  public  comment  on  RPAR 
decisions,  at  the  same  time  that 
comment  is  solicited  from  the  SAP  and 
USDA.  The  Agency  adopted  this 
practice  because,  in  its  view,  it  was 
consistent  with  the  broad  aim  of  the 
RPAR  process  of  maximizing  public 
participation  in  Agency  decisionmaking 
concerning  problem  chemicals.  This 
rationale  has,  of  course,  continuing 
validity.  Moreover,  since  meetings  of  the 
SAP  must  be  open  anyway  under  the 
Federal  Advisory  Committee  Act,  this 
practice  simply  extends  an  opportunity 
for  public  comment  to  those  who  might 
lack  the  time  or  resources  to  attend  and 
participate  in  that  meeting  of  the  SAP. 

The  proposal  establishes  a  flexible 
approach  toward  the  establishment  of 
deadlines  for  the  submission  of 
comments  by  the  SAP,  USDA,  and 
interested  members  of  the  public,  which 
is  designed  to  eliminate  some  of  the 
problems  which  the  Agency  has 
experienced  to  date  in  running  this 
aspect  of  the  RPAR  process.  First,  the 
proposal  requires  the  Administrator  to 
establish  a  deadline  for  the  submission 
of  comments  by  the  SAP  and  USDA.  The 
proposal  provides  that  the  deadline 
shall  not  be  less  than  thirty  days  from 
the  date  of  referral  of  the  Preliminary 
Notice  of  Determination,  unless  the  SAP 
and  USDA  agree  to  a  shorter  period. 
However,  the  proposal  provides  no  fixed 
maximum  period  for  comment. 

This  approach  reflects  the  Agency’s 
interpretation  of  the  deadline  aspects  of 
the  referral  provisions  in  FIFRA  as 
imposing  minimum  periods  which 
cannot  be  altered  except  with  the 
concurrence  of  the  SAP  or  USDA.  At  the 
same  time,  however,  it  is  the  Agency’s 
view  that  the  law  does  not  prohibit  it 


52640 


Federal  Register  /  Vol.  45,  No.  154  /  Thursday,  August  7,  1980  /  Proposed  Rules 


from  extending  the  comment  periods 
beyond  this  thirty  day  minimum,  in 
appropriate  circumstances.  In  fact,  it  has 
been  the  Agency’s  practice  to  allow  for 
longer  comment  periods  in  appropriatae 
circumstances.  For  example,  the  Agency 
has  frequently  extended  to  the  SAP 
more  than  thirty  days  to  submit 
comments,  in  order  to  accommodate  the 
inevitable  scheduling  problems  which  it 
faces.  The  scheduling  problems  arise 
both  because  the  SAP  is  not  continually 
in  session,  but  rather  schedules 
meetings  periodically,  and  also  because 
of  the  public  notice  requirements  which 
it  must  adhere  to  in  scheduling  meetings. 
These  public  notice  requirements  arise 
under  the  Federal  Advisory  Committee 
Act  which  requires  advisory  committees 
like  the  SAP  to  give  reasonable  public 
notice  of  scheduled  meetings,  and  to 
afford  interested  persons  an  opportunity 
to  attend  and  present  views.8  Scheduling 
problems  brought  on  by  satisfying  the 
public  notice  requirement,  and  the  need 
for  scheduling  meetings  on  a  periodic 
basis  have  made  it  practically 
impossible  to  require  the  SAP  to  submit 
comments  within  thirty  days. 
Accordingly,  the  proposal  adopts  a 
common  sense,  flexible  approach  to 
scheduling  deadlines  which  the  Agency 
believes  will  work  well  in  practice. 

The  proposal  also  provides  for 
establishing  a  deadline  for  the 
submission  of  public  comments  which  is 
earlier  than  the  deadline  for  submission 
of  comments  by  the  SAP  and  by  USDA. 
This  is  in  order  to  permit  the  public 
comments  to  be  considered  by  the  SAP 
and  USDA  in  the  process  of  formulating 
their  comments  for  the  Agency  on  a 
specific  proposal.  Thus,  proposed 
§  162.30  provides  that  the  working 
record  for  the  final  position  document 
shall  be  made  available  to  the  SAP  and 
USDA;  proposed  §  162.34  provides  that 
the  working  records  shall  include  any 
comments  submitted  to  the  Agency  in 
accordance  with  the  instructions  of  the 
Administrator. 

The  Agency  envisions  that  in 
implementing  proposed  §  162.30  it  will 
select  a  deadline  for  the  submission  of 
public  comments  which  is  also  in 
advance  of  the  planned  date  for  the  SAP 
public  meeting  at  which  the  Preliminary 
Notice  of  Determination  is  to  be 
considered.  This  would  be  accomplished 
through  close  coordination  with  the 
Executive  Secretary  for  the  SAP.  Of 
course,  interested  persons  desiring  to 
appear  and  make  oral  presentations 
before  the  SAP  would  still  be  permitted 


'Agency  and  Office  of  Management  and  Budget 
guidance  generally  requires  the  notice  period  to  be 
at  least  60  days.  (Exec.  Order  No.  12,044, 43  Fed. 
Reg.  12,661  (1978)). 


to  do  so;  and  the  administrative  record 
for  the  Final  Notice  of  Determination 
will  include  the  transcript  of  the  SAP 
public  meeting. 

G.  Final  Notices  of  Determination 

Proposed  §  162.31  provides  for  the 
issuance  of  a  Preliminary  Notice  of 
Determination  to  conclude  an  RPAR 
proceeding.  The  concept  behind  this 
section  is  relatively  simple:  the  Agency 
will  assimilate  the  comments  which  are 
received  in  accordance  with  the  Act  and 
the  instructions  of  the  Administrator, 
and  make  such  changes  in  the 
Preliminary  Notice  of  Determination  as 
are  appropriate  in  light  of  these 
comments  and  the  Agency’s  analysis  of 
them.  In  effect,  the  Preliminary  Notice  of 
Determination  is  a  re*play  of  the 
Preliminary  Notice  of  Determination, 
with  one  significant  change — the  record 
has  been  augmented  by  the  comments 
received  on  the  Preliminary  Notice  of 
Determination  from  the  SAP,  USDA,  and 
interested  members  of  the  public. 

The  proposal  provides  that  the 
Agency  will  issue  a  Final  Notice  of 
Determination  in  all  situations  where  it 
has  issued  a  Preliminary  Notice  of 
Determination,  with  two  exceptions.  The 
first  exception  is  in  cases  where  the 
Preliminary  Notice  of  Determination 
announced  a  decision  that  a 
presumption  had  been  rebutted  on  risk 
grounds,  i.e.,  either  because  the  Agency 
had  erred  in  issuing  the  RPAR  notice  in 
the  first  place  (§  162.25(a)(1)  and  (b)(1)) 
or  because  no  significant  risks  would 
result  from  the  pesticide  use,  when  used 
in  accordance  with  the  existing  (or  the 
proposed)  terms  and  conditions  of 
registration  and  widespread  and 
commonly  recognized  practice. 

(§  162.25(a)(2)  and  (b)(2)).  The  proposal 
provides  for  the  issuance  of  a  revised 
Preliminary  Notice  of  Determination  in  a 
situation  where  the  Agency  determines, 
based  upon  public  comment  or  the 
comments  of  the  SAP  or  the  Secretary  of 
Agriculture,  to  withdraw  such  a 
determination  and  substitute  a 
determination  that  the  presumption  has 
not  been  rebutted.  This  is  because  in 
such  situations  the  Agency  will  typically 
not  have  considered  the  benefits  of  the 
pesticide  use,  or  whether  any  risks 
associated  with  the  pesticide  use  are 
unreasonable,  because  consideration  of 
such  issues  would  have  been  irrelevant. 
Accordingly,  the  RPAR  proceeding  has 
to  be  rerouted  back  to  the  Preliminary 
Notice  of  Determination  stage,  in  order 
to  permit  consideration  of  issues  which 
have  become  relevant  because  of  the 
Agency’s  decision  that  the  presumption 
has  not  been  rebutted  on  risk  grounds. 

The  proposal  also  calls  for  the 
issuance  of  a  revised  Preliminary  Notice 


of  Determination  instead  of  a  Final 
Notice  of  Determination  in  a  situation 
where  the  Agency  selects  a  regulatory 
option  which  is  not  within  the  range  of 
regulatory  options  considered  and 
discussed  in  the  first  Preliminary  Notice 
of  Determination.  The  Agency  expects 
this  will  rarely  occur.  However,  in 
situations  where  it  does  occur,  the 
Agency’s  view  is  that  the  underlying 
purpose  of  the  requirements  for  referring 
proposed  cancellation  actions  to  the 
SAP  and  USDA — that  is,  to  obtain  the 
views  of  the  SAP  and  USDA  on  the  risk 
and  benefit  impacts  of  proposed 
regulatory  actions — require,  in  effect,  a 
re-cycling  of  the  RPAR  proceeding  back 
through  those  bodies.  The  Agency’s 
standard  practice  in  Preliminary  Notices 
of  Determination,  however,  is  not  to 
discuss  a  single  regulatory  option,  but 
rather  to  discuss  a  range  of  regulatory 
options  which  the  Agency  has 
considered,  from  which  the  final 
decision  is  selected.  It  is  the  Agency’s 
view  that  all  of  the  options  which  are 
considered  and  discussed  in  detail  in  the 
documents  which  are  referred  to  the 
SAP  and  USDA  for  review  and  comment 
are  in  fact  before  the  SAP  and  USDA  for 
consideration.  Moreover,  in  practice,  the 
SAP  and  USDA  appear  to  have  taken  a 
view  of  their  roles  in  commenting  on 
Preliminary  Notices  of  Determination 
which  is  consistent  with  the  Agency’s 
position  on  this  matter. 

In  any  event,  the  Agency  thinks  that  it 
would  be  foolish  and  inconsistent  with 
the  Congressional  purpose  behind  these 
review  provisions  to  re-refer  a  matter  to 
the  SAP  or  USDA  in  a  situation  where 
the  Agency  decides,  based  upon 
comments  received  during  the  review 
process,  to  select  an  option  which  is 
within  the  range  of  options  discussed 
and  considered  in  the  Preliminary 
Notice  of  Determination.  Such  a  re- 
referral  policy  would  serve  no  useful 
purpose.  It  is  obvious  that  Congress 
intended  the  referral  provisions  to  be 
taken  seriously  and  expected  that  the 
Agency  would  sometimes  change  its 
actions  as  a  result  of  comments  received 
during  the  comment  periods;  however,  it 
is  also  clear  the  Congress  did  not  intent 
the  referral  provisions  to  paralyze  the 
Agency  by  becoming  an  endless  merry- 
go-round  of  purposeless  activity. 
Accordingly,  the  Agency  intends  only  to 
re-refer  RPAR  proceedings  to  the  SAP 
and  USDA  when  such  a  re-referral  is 
necessary  to  serve  the  purposes  of  the 
referral  provisions — i.e.,  in  those 
situations  where  the  regulatory  option 
finally  selected  is  outside  the  range  of 
options  considered  and  discussed  in  the 
Preliminary  Notice  of  Determination. 
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H.  Administrative  Records  and 
Standards  for  Decision  Documents  and 
Comments 

Section  162.34  of  the  proposal  requires 
clearly  defined  administrative  records 
for  each  RPAR  decision  document.  In 
addition,  the  section  requires  the 
establishment  of  working  records  for 
pending  decisions  on  chemicals  for 
which  RPAR  proceedings  are  in 
progress.  The  proposal  then  provides  for 
public  access  to  the  administrative 
records  to  the  maximum  extent 
permitted  by  law. 

Establishment  of  clearly  defined 
administrative  records  for  Agency 
decisions  has  been  suggested  in  recent 
years  both  for  agencies  generally  and 
for  this  Agency  specifically.  Pedersen, 
Formal  Records  and  Informal 
Rulemaking,  85  Yale  L.J.  38  (1975); 
Verkuil,  A  Study  of  Informal 
Adjudication  Procedures,  43  U.  Chi.  L. 
Rev.  739,  790  (1976).  The  Food  and  Drug 
Administration  has  adopted  regulations 
requiring  “records”  for  virtually  every 
decision  it  makes.  42  Fed.  Reg.  4680 
(January  25, 1977). 

Two  complementary  themes  underly 
the  call  for  clearly  defined  records:  the 
desire  to  make  agencies  more 
accountable  for  their  actions  by  clearly 
identifying  the  underlying  information 
upon  which  the  decision  is  based,  and  a 
desire  to  improve  the  quality  of  agency 
decisionmaking  in  the  first  instance  by 
insuring  that  it  is  as  rational  and  orderly 
as  possible. 

While  the  existing  RPAR  regulations 
do  not  require  the  maintenance  of 
administrative  records,  the  Agency  has 
adopted  informally  a  practice  of 
maintaining  reasonably  well  defined 
administrative  records  for  RPAR 
proceedings.  Accordingly,  the 
requirements  which  are  reflected  in  the 
proposal  for  maintenance  of 
administrative  records  do  not  constitute 
significant  or  dramatic  departures  from 
current  practice.  Instead,  they  restate 
and  in  some  respects  refine  and  improve 
administrative  practices  which  the 
Agency  has  adopted  in  the  course  of 
administering  the  RPAR  process  over 
the  past  several  years. 

Two  kinds  of  administrative  records 
are  required  to  be  maintained  by  the 
proposal.  First  of  all,  the  Agency  would 
be  required  to  maintain  records  for 
RPAR  decisions  which  it  has 
announced.  These  records  would 
include  the  information  which  the 
Agency  relied  upon  in  making  the 
decisions  which  it  announced  in  an 
RPAR  decision  document;  the 
information  would  be  available  to 
individuals  desiring  to  participate  in  the 
RPAR  process  by  fully  understanding 


the  information  upon  which  the  Agency 
has  acted.  The  record  would  be 
compiled  no  later  than  the  time  the 
decision  in  question  is  announced,  and 
the  documents  in  it  would  not  change 
except  as  the  result  of  further  separate 
stages  of  the  RPAR  process. 

The  proposal  also  provides  for  the 
maintenance  of  another  kind  of 
administrative  record,  called  a  “working 
administrative  record.”  A  “working 
administrative  record,"  in  essence, 
contains  documents  which  will  be 
considered  by  the  Agency  in  making  its 
next  decision  on  a  chemical  which  is  in 
the  RPAR  process.  This  record  may 
change  from  day  to  day,  even  within  a 
single  stage  of  the  RPAR  process,  as 
new  material  is  added  to  it.  The 
requirement  for  maintaining  working 
records  in  addition  to  records  for 
completed  RPAR  decision  documents 
was  included  in  order  to  maximize 
public  participation  in  RPAR 
decisionmaking  as  it  unfolds  through  the 
various  steps  in  the  RPAR  process.  The 
Agency  felt  that  it  was  desirable  to 
make  it  possible  for  participants  in  the 
RPAR  process  to  keep  as  current  as 
possible  on  the  information  which  is 
being  submitted  to  the  Agency,  and  on 
the  completed  staff  analyses  created  by 
the  Agency  in  the  course  of  an  RPAR 
proceeding. 

Thus,  for  example,  an  individual 
preparing  a  rebuttal  submission  in 
response  to  an  RPAR  notice  would  be 
entitled  to  review  the  administrative 
record  for  the  Notice  of  RPAR.  In 
addition,  the  working  record  for  the 
preliminary  Notice  of  Determination 
would  also  be  available  for  the 
individual  to  consult.  By  consulting  the 
working  record,  the  interested  person 
would  be  kept  reasonably  abreast  of 
information  developed  and  submitted  by 
other  participants  in  the  process,  and 
staff  analyses  which  had  been 
completed  by  the  Agency  on  issues 
which  were  relevant  to  the  issues  to  be 
decided  in  the  Preliminary  Notice  of 
Determination.  By  becoming  familiar 
with  the  record  for  the  Notice  or  RPAR, 
and  by  keeping  current  on  additions  to 
the  working  record  for  the  Preliminary 
Notice  of  Determination,  a  participant  in 
the  process  can  effectively  and 
efficiently  marshal  its  resources  and 
energies  towards  preparing  the  most 
effective  presentation  possible  on  behalf 
of  the  interests  it  is  attempting  to 
represent. 

It  is  also  hoped  that  by  providing  for 
Agency  inclusion  of  completed  staff 
analyses  in  the  working  record,  that 
participants  in  the  process  will  find  it 
less  necessary  to  expend  their  time  and 
the  time  of  Agency  staff  personnel  in 


constant  telephonic  and  written 
communications  with  project  managers 
concerning  the  progress  of  Agency  staff 
analyses  of  relevant  issues,  and 
requesting  copies  of  completed  projects. 

It  is  the  Agency’s  hope  that  the 
frequency  of  such  contacts  will  diminish 
with  the  provision  of  a  mechanism  for 
the  inclusion  of  completed  projects  in 
the  working  record  from  time  to  time  as 
they  become  available.  • 

While  the  Agency  is  requiring  the 
maintenance  of  working  records  in  order 
to  maximize  public  participation,  it  does 
not  intend  to  sacrific  orderly  and 
efficient  decisionmaking  in  the  process. 
Specifically,  the  Agency  intends  to 
require  rigid  adherence  to  the  comment 
periods  which  it  has  allowed  for 
submission  of  comments  during  the 
process.  Thus,  if  a  completed  staff 
analysis  on  an  issue  is  put  in  the 
working  record  after  the  expiration  of 
the  deadline  for  comments  on  that  issue, 
the  Agency  will  not  regard  this  action  as 
tantamount  to  reopening  the  comment 
period  on  that  particular  issue.  Instead, 
the  Agency  will  be  giving  participants  in 
the  process  advance  knowledge  of 
positions  which  it  has  tentatively 
reached,  and  which  will  affect  the  next 
decision  to  be  made  in  the  process.  The 
time  to  comment  on  the  next  decision, 
however,  is  after  the  decision  is 
announced,  and  in  accordance  with  the 
instructions  for  submission  of  comments 
which  are  to  accompany  that  decision. 
Attempts  to  “jump  the  gun”  by 
submitting  comments  at  an  earlier  time 
will  generally  result  in  the  comments 
being  returned  to  the  submitter  or 
commenter  without  consideration. 

Proposed  §  162.33  also  includes  some 
general  standards  for  Agency  decision 
documents,  and  for  rebuttal  submissions 
and  comments.  The  purpose  of  these 
general  standards  is  to  insure  that  the 
overall  goals  of  the  RPAR  process — 
informed,  open,  public  decisionmaking 
about  problem  pesticides — are  realized. 
Accordingly,  the  Agency  has  imposed 
on  itself  general  requirements  to 
disclose  all  relevant  information,  and  to 
provide  resonable  explanations  for  the 
positions  which  it  is  taking.  In  imposing, 
in  effect,  the  same  requirements  on 
participants  in  the  process,  the  Agency 
is  really  underscoring  the  obvious — 
attempts  to  influence  rational  debate 
inevitably  reach  their  own  level. 
Informed  and  carefully  put  together 
submissions  warrant  and  receive  careful 
attention,  while  conclusory,  poorly 
thought  out  submissions  receive  little 
weight. 

/.  Supplemental  Notices  of  RPAR 

Proposed  §  162.24  provides  for  the  use 
in  appropriate  circumstances  of  a 
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Supplemental  Notice  of  Rebuttable 
Presumption  Against  Registration.  This 
section  addresses  a  problem  which  has 
occasionally  occurred  in  the  Agency’s 
administration  of  the  RPAR  process:  the 
situation  where  the  Agency  discovers 
that  an  additional  risk  criterion  has 
been  met  after  the  issuance  of  a  Notice 
of  Rebuttable  Presumption  Against 
Registration.  Proposed  $  162.24  sets  out 
a  practical  way  of  dealing  with  this 
problem.  Specifically,  it  gives  the 
Administrator  two  options:  he  may  issue 
a  Supplemental  Notice  of  RPAR,  or  he 
may  deal  with  the  additional  risk 
criterion  in  the  Preliminary  Notice  of 
Determination,  and  provide  time  for 
comment  on  the  additional  risk  criterion 
(and  his  response  to  it)  after  the 
Preliminary  Notice  of  Determination  has 
been  issued. 

The  Administrator  is  given  discretion 
to  select  either  option,  but  generally 
speaking,  the  point  in  time  in  the 
process  when  the  additional  risk 
criterion  comes  to  the  Agency’s 
attention  will  determine  which  option  is 
selected.  Thus,  if  the  additional  risk 
criterion  comes  to  the  Agency’s 
attention  shortly  before  the  Agency  is 
prepared  to  issue  a  Preliminary  Notice 
of  Determination,  the  Administrator 
would  probably  select  the  option  of 
dealing  with  the  risk  criterion  in  the 
Preliminary  Notice  of  Determination 
without  issuing  a  Supplemental  Notice 
of  RPAR.  On  the  other  hand,  if  the 
additional  risk  criterion  comes  to  the 
Agency’s  attention  much  earlier,  it 
would  be  preferable  to  issue  a 
Supplemental  Notice  of  RPAR.  In  either, 
case,  the  Administrator  would  be 
balancing  the  need  for  orderly  and 
expeditious  conduct  of  the  RPAR  with 
the  desirability  of  providing  early  notice 
to  registrants  and  other  interested 
persons  of  the  full  compass  of  his  risk 
concerns  respecting  the  pesticide  uses 
which  are  subject  to  RPAR  proceedings. 
It  should  be  noted,  however,  that  in  the 
event  that  the  Administrator  selects  the 
option  of  not  publishing  a  Supplemental 
Notice  of  RPAR,  the  overall  objective  of 
the  process  of  providing  opportunities 
for  public  comment  would  be  achieved, 
since  full  opportunity  for  comment  on 
the  additional  risk  criterion  would  be 
afforded  after  the  Preliminary  Notice  of 
Determination  had  been  issued. 

The  concepts  reflected  in  proposed 
§  162.24  have  been  tested  in  actual 
practice.  In  the  RPAR  proceeding 
concerning  the  pesticide 
chlorobenzilate,  for  example,  the 
Agency  discovered  an  additional  risk 
criterion — testicular  atrophy — shortly 
before  the  publication  of  a  Preliminary 
Notice  of  Determination.  (43  FR  29824, 


July  11, 1978.)  In  this  situation,  the 
Agency  chose  to  deal  with  the  risk 
criterion  initially  in  the  Preliminary 
Notice  of  Determination,  and  to  afford 
opportunities  to  comment  on  it  prior  to 
the  Final  Notice  of  Determination. 

/.  Dealines  for  RPAR  Decision 
Documents 

The  1975  regulations  allow  registrants 
45  days  to  submit  rebuttal  information, 
with  the  possibility  of  a  60-day 
extension  (§  162.11(a)(l)(i)).  They  further 
provide  150  days  for  the  preparation  of  a 
benefits  analysis,  and  180  days  for  the 
issuance  of  a  Notice  of  Determination 
by  the  Administrator.  (§  162.11(a)(5)). 

This  scheme  of  deadlines  has  proven 
to  be  unworkable.  The  proposal  includes 
a  new  system  which  has  flexibility  as  its 
dominant  theme.  In  this  regard, 
proposed  §  162.23  provides  that  a  Notice 
of  RPAR  shall  include  a  notification  of 
the  dealine  which  the  Administrator  has 
imposed  for  the  issuance  of  a 
Preliminary  Notice  of  Determination  in 
that  particular  proceeding.  In  selecting  a 
deadline,  the  proposal  provides  that  the 
Administrator  will  take  into  account  the 
many  factors  which  are  peculiar  to  a 
given  proceeding  which  are  relevant  to 
settling  a  deadline,  including  the  number 
and  complexity  of  the  issues  which  must 
be  addressed  and  the  extent  to  which 
expeditious  conclusion  of  the  RPAR 
proceeding  is  in  the  public  interest. 
Proposed  §  162.28,  concerning 
Preliminary  Notices  of  Determination, 
contains  a  similar  provision  requiring 
the  establishment  of  reasonable 
deadlines  for  submission  of  information 
and  comments  and  the  issuance  of  a 
final  Notice  of  Determination.  Finally,  as 
discussed  earlier,  the  parts  of  the 
proposal  dealing  with  deadlines  for 
review  by  the  SAP  and  USDA  are 
drafted  to  provide  flexibility  to  establish 
deadlines  appropriate  to  the 
circumstances  of  a  proceeding. 

K.  Federal  Register  Notices 

The  proposal  provides  for  the 
publication  of  Federal  Register  notices 
at  all  major  decision  points  in  the  RPAR 
process.  Although  the  1975  regulations 
do  not  require  publication  of  Federal 
Register  notices,  the  Agency  has  always 
followed  the  practice  of  publishing  them. 
Accordingly,  in  this  regard  the  proposal 
restates  current  practice.  The  proposal 
also  specifies  standardized  formats  for 
each  Federal  Register  notice  which  is 
required,  including  provisions  for 
specific  guiadance  to  registrants  and 
other  intersted  persons,  in  order  to 
assist  them  in  understanding  the  notice 
and  in  deciding  what  action  to  take  in 
response  to  it.  Again,  for  the  most  part, 


the  format  requirements  included  in  the  ' 
proposal  restate  current  practice. 

L.  Saving  Provision 

Proposed  §  162.20  provides  that  the 
Agency  will  generally  utilize  the  RPAR 
process  for  making  decisions  about 
whether  or  not  to  initiate  cancellation  or 
denial  proceedings  concerning  a 
problem  pesticide  use.  However, 
proposed  §  162.20  includes  an  important 
saving  provision,  to  the  effect  that  the 
Agency  reserves  authority  to  utilize 
modified  procedures  or  other  procedures 
in  appropriate  circumstances  where  the 
Agency  determines  that  it  would  be  in 
the  public  interest  to  do  so.  One 
situation  in  which  the  Agency  envisions 
it  will  utilize  other  procedures  to  initiate 
a  cancellation  proceeding  is  where  it  is 
necessary  to  initiate  cancellation 
proceedings  in  order  to  issue  a 
suspension  order.  Under  section  6(c)  of 
FIFRA,  the  Agency  may  not  issue  a 
suspension  order  unless  cancellation 
proceedings  concerning  the  pesticide  are 
already  in  progress,  or  are  commenced 
at  the  same  time  that  the  suspension 
order  is  issued.  In  situations  where  the 
Agency  finds  it  necessary  to  issue  a 
suspension  order,  and  a  cancellation 
proceeding  is  not  in  progress  already,  it 
would  be  contrary  to  the  public  interest 
to  delay  the  commencement  of  a 
cancellation  proceeding  by  using  the 
RPAR  process.  Accordingly,  in  such 
situations  the  Agency  would  use  the 
authority  it  has  reserved  in  proposed 
§  162.20  to  commence  cancellation 
proceedings  without  prior  resort  to  the 
RPAR  process. 

M.  Voluntary  Cancellation  and 
Withdrawal  of  Application 

The  proposal  also  provides  that  a 
registrant  or  applicant  may  petition  the 
Administrator  at  any  time  to  voluntarily 
cancel  the  registration  of  a  pesticide  use 
or  to  withdraw  an  application  for 
registration  of  a  pesticide  use.  It  is 
important  to  note,  however,  that  the 
Administrator  has  full  discretion  to 
either  grant  or  deny  such  a  petition  in 
situations  where  the  pesticide  use  is 
subject  to  an  RPAR  or  a  cancellation  or 
denial  proceeding  and  that  he  may  elect 
to  deny  the  petition  and  proceed  in 
accordance  with  Parts  162  and  164. 

N.  Procedures  for  Denial  of  Registration 

Although  the  statutory  provision 
governing  the  procedures  and  time- 
frames  for  the  denial  of  an  application 
for  registration  (section  3(c)(6))  differs 
somewhat  from  the  provision  governing 
cancellations  of  registered  pesticide 
uses  (section  6(b)),  the  proposal  treats 
both  actions  in  a  uniform  procedural 
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fashion  consistent  with  the  statutory 
provisions. 

Specifically,  section  3(c)(6)  of  the  Act 
directs  that  if  the  Administrator 
determines  that  an  application  for 
registration  of  a  pesticide  use  cannot  be 
approved  because  the  pesticide  use  fails 
to  meet  the  statutory  criteria  for 
registration,  he  shall  so  notify  the 
applicant  and  provide  him  30  days 
within  which  to  correct  the  deficiencies. 
If  the  applicant  fails  to  correct  them,  the 
Administrator  then  “may  refuse  to 
register  the  pesticide,”  in  which  case  the 
applicant  must  again  be  so  notified,  and 
a  notice  of  the  denial  of  registration 
must  be  published  in  the  federal  register. 
At  that  point,  the  applicant  has  “the 
same  remedies  as  provided  for  in 
section" — under  which  the  applicant  has 
another  30  days  within  which  to  make 
"the  necessary  corrections,  if  possible," 
or  to  request  a  hearing. 

Under  the  proposal,  the  section  3(c)(6) 
notification  that  the  statutory  criteria  for 
registration  had  not  been  met  will  be  set 
forth  in  a  Preliminary  Notice  of 
Determination.  Applicants  and  other 
interested  persons  will  then  be  invited 
to  comment  upon  the  bases  (factual  or 
otherwise)  which  support  that 
determination;  and  the  matte  will  be 
referred  to  the  SAP  and  USDA  for  their 
consideration  and  comments.  The 
Administrator  would  then  consider  all 
significant  comments  received  from  the 
applicant,  USDA,  SAP,  or  other 
interested  persons,  and  would  set  forth 
his  responses  to  them  together  with  his 
final  determination  concerning  granting 
or  denial  of  registration  in  a  Final  Notice 
of  Determination.  At  that  point,  the 
applicant  would  have  the  “remedies  as 
provided  for  in  section  6" — that  is,  the 
opportunity  to  either  make  “the 
necessary  corrections,  if  possible"  in 
accordance  with  the  instructions  set 
forth  in  the  Final  Notice  of 
Determination,  or  to  request  a  formal 
evidentiary  public  hearing. 

It  is  important  to  understand, 
however,  that  if  the  applicant  fails  to 
take  either  of  these  actions  in  response 
to  the  Final  Notice  of  Determination 
within  the  statutory  30-day  period,  the 
denial  of  registration  will  become  final 
and  effective — the  Agency  will  not 
provide  a  “second”  30-day  period  for 
making  corrections.  This  position  is 
premised  on  the  fact  that  the  applicant 
will  already  have  had  its  comment 
opportunity  under  section  3(c)(6), 
because  the  applicant  will  have  had  the 
chance  to  comment  on  the  Preliminary 
Notice  of  Determination. 


IV.  Proposed  Changes  to  Rules  of 
Practice  for  Hearings  (Part  164) 

A.  Background  to  the  Proposal 

1.  Statutory  Changes. — Since  1964, 
FIFRA  has  allowed  pesticides  to  be 
removed  from  the  market  through  formal 
agency  hearings  conforming  to  5  U.S.C. 
secs.  554,  556  and  557.  (Before  that,  court 
action  was  required). 

These  hearing  requirements  have  not 
been  directly  amended  since  1972.  Since 
then,  however,  changes  to  other 
provisions  of  the  statute  have 
significantly  altered  the  context  in 
which  they  are  set.  and  the  functions 
that  such  a  hearing  should  logically  be 
expected  to  serve. 

As  discussed  above,  under  both  the 
1964  and  1972  versions  of  FIFRA,  EPA 
was  required  to  begin  the  formal  hearing 
process  whenever  information  raised  a 
“substantial  question  of  safety" 
regarding  a  pesticide  use,  without 
waiting  to  consider  benefits  or  the 
balance  of  risks  and  benefits.  The 
hearing  under  this  test  would  virtually 
have  to  begin  before  the  questions 
relevant  to  a  final  decision  had  been 
deeply  analyzed,  and  would  itself  be  the 
primary  vehicle  for  probing  and 
balancing  the  relevant  factors,  and  for 
generating  the  record  for  final  decision. 

Since  1975,  however,  Congress  has 
required  that  in  most  circumstances  the 
full  range  of  questions  relevant  to  final 
action  be  addressed,  and  an  agency 
position  formed,  before  a  notice  of  intent 
to  cancel  is  issued  regarding  a  pesticide 
use.9  In  1975  Congress  required  EPA  to 
refer  proposed  pesticide  use 
cancellations  to  two  expert  bodies,  one 
to  examine  risks  primarily  and  the  other 
to  examine  benefits  primarily.  EPA  then 
had  to  consider  and  respond  to  the 
views  of  these  two  bodies  before  taking 
final  action.  Congress  thus  overruled  the 
“substantial  question  of  safety"  doctrine 
and  required  EPA  to  consider  (and 
document)  the  full  range  of  statutorily 
relevant  factors  before  a  hearing  could 
begin.  In  1978  Congress  further  specified 
the  factors  the  agency  should  consider, 
and  the  procedure  it  should  follow, 
before  beginning  the  formal  hearing 
process. 

These  changes  should  assure  that 
pesticide  uses  come  to  formal  hearing 
accompanied  by  a  substantial 
background  of  fact,  analysis,  and 
discussion  addressing  the  questions 
which  are  crucial  under  the  statute.  The 
issues  should  already  be  focussed  and 
most  of  the  material  for  their  final 
resolution  should  already  be  on  hand. 


’This  procedure  is  not  required  tor  cancellation 
notices  issued  in  connection  with  a  suspension 
action,  or  for  cancellations  for  failure  to  comply 
with  certain  narrowly  specified  legal  tests. 


It  would  be  unacceptably  inefficient  to 
conduct  formal  hearings  as  though  the 
RPAR  stages  which  generated  this 
background  had  never  taken  place.  That 
would  mean  that  the  work  of  these 
preliminary  stages  would  have  to  be 
fully  reconstructed  from  the  ground  up 
through  the  time-consuming  formal 
mechanisms  of  an  adjudicatory  hearing. 
Such  duplication  of  effort,  particularly  at 
a  time  of  general  concern  for  expedition 
and  economy,  has  no  place  in  a  rational 
administrative  process. 

Yet  the  existing  rules  contain  no 
mechanisms  to  prevent  such  a  result. 
Since  they  were  written  to  implement 
the  “substantial  question  of  safety" 
doctrine,  they  contain  no  references  to 
any  pre-existing  stages  of  agency  review 
of  a  pesticide  use,  and  no  procedures  to 
take  account  of  the  results  reached  in 
those  stages. 

Accordingly,  one  major  purpose  of  the 
changes  to  Part  164  is  to  ensure  that  the 
formal  hearing  takes  the  results  of  the 
RPAR  process  as  a  starting  point, 
accepts  the  RPAR  results  in  cases  where 
the  particular  procedures  of  formal 
hearings  would  not  be  likely  to  change 
them,  and  devotes  its  energies  to  the 
types  of  questions  which  formal 
procedures  are  particularly  qualified  to 
address. 

2.  The  Nature  of  the  Cancellation 
Decision. — Pesticide  use  cancellations, 
we  believe,  rank  among  the  most 
intricate  policy  decisions  in  the  Federal 
government  as  measured  by  the  number, 
varying  nature,  interdependence,  and 
complexity  of  the  issues  involved. 
Considering  risks,  questions  can  arise 
concerning  the  impact  on  non-target 
species  and  their  inter-relationship,  the 
dispersion  and  persistence  of  the 
pesticide  in  the  environment  and  certain 
parts  of  it,  the  conduct  of  animal  feeding 
studies,  the  meaning  of  those  studies  for 
human  health,  arguments  about  and 
projections  from  other  data  concerning 
possible  human  health  risks,  and  finally 
on  what  the  upper  and  lower  boundaries 
of  any  risks  may  be  and  how  firmly  they 
are  established.  Considering  benefits, 
questions  can  be  raised  about  the  extent 
of  use,  the  crops  involved,  the 
availability  and  effectiveness  of 
substitutes  both  now  and  in  the  future, 
the  value  of  non-agricultural  uses,  and 
the  range  of  the  probable  economic 
impacts  of  banning  or  restricting  some 
or  all  of  the  uses  at  issues  in  the  light  of 
all  these  factors. 

All  these  factors  are  explicitly  made 
relevant  by  the  statute,  which  provides 
for  cancelling  any  pesticide  use  that 
“generally  causes  unreasonable  adverse 
effects  on  the  environment"  and  then 
defines  “unreasonable  adverse  effects 
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on  the  environment”  in  these 
encompassing  terms: 

The  term  “unreasonable  adverse  effects  on 
the  environment”  means  any  unreasonable 
risk  to  man  or  the  environment,  taking  into 
account  the  economic,  social  and 
environmental  costs  and  benefits  of  the  use 
of  any  pesticide.  FIFRA  sec.  2(bb). 

Factual  certainty  even  on  individual 
factors  in  the  required  balancing 
analysis  will  rarely  be  attainable. 

Indeed,  answers  to  some  questions — like 
projecting  cancer  risk  to  man  from 
animal  studies,  or  projecting  the  future 
economic  impact  of  present  actions — are 
beyond  our  capacity  to  answer  precisely 
in  the  current  state  of  medical  and 
economic  science. 10  In  addition,  when  so 
many  factors  must  be  considered,  it  is 
inevitable  that  the  data  available  to 
address  at  least  some  of  them  will  be 
less  than  fully  satisfactory  even  in  cases 
where  it  might  theoretically  be  provided. 
Yet,  under  the  statute,  EPA  must 
consider  the  full  range  of  logically 
relevant  factors — whether  known,  partly 
known,  unknown,  or  unknowable — both 
as  to  risks  and  benefits  in  making  a  final 
decision  either  to  cancel  an  old  pesticide 
use  or  to  register  a  new  one. 

Decisions  of  this  nature  cannot 
efficiently  be  made  through  complete 
reliance  on  the  court-room  type 
proceedings  traditionally  associated 
with  formal  hearings.  To  sort  through  all 
the  issues  involved  using  cross- 
examination  can  result  in  crippling 
delays,  while  the  sheer  weight  of 
material  introduced  may  lead 
participants  to  lose  sight  of  the  forest  for 
the  trees.  And  in  many  cases,  there  may 
be  a  sharp  limit  to  the  ability  of  cross- 
examination  to  clarify  the  issues.  The 
issues  may  be  issues  of  policy  (such  as 
how  much  risk  of  human  health  damage 
to  accept)  or,  though  factual,  may  be 
resolvable  only  through  advances  in  the 
general  state  of  knowledge,  or  through 
additional  studies,  not  through 
clarification  of  the  opinions  of 
individual  witnesses. 

Often,  in  grappling  with  such  issues, 
providing  professional  advice  to  the 
decisionmaker  is  more  useful  than 
providing  him  with  a  cold  record. 

Indeed,  if  the  Administrator  of  EPA 
were  not  free  to  consult  staffers  with 
expert  knowledge  of  and  experience 
with  the  highly  technical  and  complex 
issues  often  involved  in  pesticide  use 
cancellations,  and  were  restricted  to 
grappling  with  the  record  himself,  with 
perhaps  the  assistance  of  one  or  two 

“For  further  discussion  of  this  point,  see 
McGarity,  “Substantive  and  Procedural  Discretion 
in  Administrative  Resolution  of  Science  Policy 
Questions  Regulating  Carcinogens  in  EPA  and 
OSHA",  67  Geo.  L.  J.  729.  731-47  (1979). 


law  clerks,  his  decision  could  hardly 
claim  to  be  based  on  the  expert 
knowledge  and  judgment  which 
Congress  expects  when  it  assigns 
problems  to  an  agency. 

Accordingly,  a  second  major  purpose 
of  these  regulations  is  to  provide  expert 
assistance  and  advice  to  the 
Administrator  and  then  allow  him  to  use 
it,  not  just  to  analyze  the  record  after  the 
hearing  is  over,  but  to  structure  the 
questions  to  be  addressed  at  the 
hearing.  The  Administrator,  with  such 
assistance,  should  be  able  to  determine 
which  policy  questions  are  most 
significant  and  most  in  need  of  further 
probing,  which  factual  issues  are 
reasonable  candidates  for  clarification 
through  cross-examination,  and  which, 
by  contrast,  cannot  be  answered  with 
more  certainty  by  such  methods.  This 
approach  should  result  in  more 
structured  proceedings  than  would  the 
alternative  of  leaving  the  form  of  the 
hearing  entirely  to  the  discretion  of  a 
single  Administrative  Law  Judge,  who  as 
a  practical  matter  cannot  be  expert  in 
all  the  technical  questions  involved  and 
who  will  have  no  familiarity  with  the 
discussion  of  those  questions  during  the 
various  stages  of  RPAR  proceedings. 

This  approach  seeks  to  ensure  that  the 
virtues  of  having  technical  issues 
addressed  by  technically  expert  groups, 
a  practice  Congress  has  required  prior  to 
issuance  of  cancellation  notices  are  not 
lost  at  the  formal  hearing  stage,  and  are 
not  denied  to  the  Administrator  of  EPA 
when  he  makes  the  final  decision. 

B.  The  Proposed  Amendments 

1.  General. — In  proposing 
comprehensive  changes  to  the  formal 
hearing  procedures  in  Part  164,  EPA  is 
trying  to  better  adapt  these  procedures 
both  to  the  statutory  changes  during  the 
past  eight  years,  and  to  the  nature  of  the 
decision  they  are  used  to  make.  The 
solution,  discussed  below,  consists  both 
of  explicit  measures  to  fuse  the  RPAR 
process  and  the  formal  hearing  process 
into  a  single  over-all  proceeding,  and  of 
reforms  to  the  procedures  for  conducting 
the  formal  hearing  itself.  The  basic 
approach  of  the  proposed  rules  is  to 
resolve  disputed  questions  in  the  least 
procedurally  burdensome  way 
permissible  under  the  governing 
statutes.  To  achieve  this,  questions  will 
be  sifted  through  successive  procedures 
of  increasing  formality,  beginning  with 
an  exchange  of  written  documents 
during  RPAR  and  ending  with  formal 
cross-examination  with  only  those 
questions  that  cannot  be  resolved  by  the 
less  burdensome  approaches  passing  on 
to  the  more  formal  stages. 

2.  Coordinating  the  RPAR 
Proceedings  and  the  Formal  Hearing. — 


The  proposed  rules  contain  two  major 
reforms  to  coordinate  RPAR  proceedings 
with  a  formal  hearing. 

First,  they  provide,  in  section 
164.52(b)(4),  that  no  evidentiary  material 
may  be  placed  before  the  Agency  in  a 
formal  hearing  that  was  not  previously 
presented  for  consideration  during 
RPAR,  unless  “good  cause”  is  shown  for 
the  failure  to  present  it.  The  regulation 
goes  on  to  provide  that: 

“Good  cause"  means  either  that  the  material 
was  not  available  at  the  stage  of  the  RPAR 
process  at  which  it  should  have  been 
presented,  or  that  the  material  is  of  such  a 
nature  that  it  can  only  be  presented 
meaningfully  in  a  trial-type  hearing. 

EPA  belives  that  the  recent 
amendments  to  FIFRA  demonstrate  that 
Congress  intended  EPA  to  fully  consider 
the  entire  range  of  issues  relevant  to  a 
pesticide  use  before  making  any  final 
decision  whether  or  not  to  issue  a  notice 
of  intent  to  cancel  or  deny  registration. 

It  will  not  be  possible  to  achieve  that 
purpose  if  interested  persons  are  free  to 
withhold  relevant  information  without 
good  cause  until  the  formal  hearing 
stage.  In  addition,  such  a  practice  would 
ensure  that  any  issues  raised  by  the  new 
material  would  have  to  be  considered 
entirely  through  the  complex  procedures 
of  a  formal  hearing,  without  any  chance 
for  being  focused  or  resolved  by  the 
relatively  flexible  procedures  of  RPAR. 
Inefficiency  and  delay  would  be  bound 
to  result  from  such  a  practice. 

Second,  the  regulations  provide  in 
section  164.31  that  the  administrative 
record  of  the  RPAR  proceeding  will 
automatically  be  introduced  into 
evidence  at  the  hearing  and  may  not  be 
stricken.  This  will  make  sure  that  the 
presiding  officer  and  other 
decisionmakers  are  familiar  with  the 
prior  course  of  the  proceeding  and  the 
extent  to  which  issues  were  raised  and 
clarified  during  it,  and  will  allow  these 
persons  to  frame  the  course  of 
subsequent  proceedings  accordingly. 

It  will  also  provide  a  store  of  factual 
material  for  use  by  the  decisionmakers. 
EPA  anticipates  that  in  many  cases  the 
evidentiary  value  of  items  in  the  RPAR 
record  will  be  clear  from  the  face  of  that 
record,  given  the  many  opportunities  for 
rebuttal  and  analysis  which  the  RPAR 
process  provides.  However,  one  of  the 
major  purposes  of  the  formal  hearing  is 
of  course  to  provide  an  opportunity  for 
cross-examination  and  the  regulations 
explicitly  provide  that  parties  are  free  to 
contest  the  factual  portions  of  the 
administrative  record  in  the  hearing, 
and  to  argue  that  portions  of  it  should 
not  be  given  weight  unless  sponsored  by 
a  witness  who  will  be  available  for 
cross-examination.  If  the  Administrator 
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or  Presiding  Officer  grants  such  a 
request  for  a  sponsoring  witness,  and 
the  witness  is  not  provided,  the 
Presiding  Officer  may  reduce  the  factual 
weight  he  gives  to  that  piece  of  the 
administrative  record  accordingly. 

3.  Changes  to  the  Hearing  Process 
Directly. — The  keystone  of  the  changes 
made  directly  to  the  hearing  procedures 
by  this  proposal  (as  opposed  to  changes 
made  to  relate  it  to  the  RPAR  process)  is 
the  screening  mechanism  set  forth  in 
§§  164.50  through  164.56.  Though 
screening  mechanisms  for  hearing  issues 
have  been  adopted  by  a  number  of 
different  agencies  in  recent  years  (most 
notably  the  Food  and  Drug 
Administration)  several  features  of  this 
proposal  are  new  and  warrant  preamble 
discussion. 

a.  General  Approach. — FDA’s 
approach  to  screening  issues  is  to  apply 
a  series  of  tests  to  determine  whether  a 
hearing  will  be  granted  at  all,  before  the 
hearing  has  formally  begun.  See  41  FR 
5170-6-51710,  51721-22  (Nov.  23, 1976). 
Courts  have  upheld  this  general 
approach,  but  have  often  required  the 
agency  to  meet  a  high  standard  before 
denying  the  hearing.  Since  the  Food, 

Drug  and  Cosmetic  Act  on  its  face 
requires  a  formal  hearing  before  making 
certain  decisions,  it  is  certainly 
understandable  that  courts  have 
restricted  the  agency’s  power  to 
dispense  with  it  in  this  manner. 

In  EPA’s  view,  the  FDA  approach 
rests  on  a  overly  rigid  conception  of 
what  a  formal  hearing  must  consist  of. 
Nothing  in  the  Administrative  Procedure 
Act  requires  such  hearings  to  consist 
exclusively  of  courtroom  presentation  of 
oral  testimony  and  cross-examination  of 
witnesses.  These  were  certainly  meant 
to  be  part  of  the  record-building  process, 
but  the  Presiding  Officer  and  the  agency 
were  also  meant  to  have  discretion  to 
mix  these  procedures  with  others  to 
achieve  the  ultimate  statutory  goal — the 
provision  of  an  adequate  and 
adequately  tested  record  for  final 
decision.  That  general  authority  takes 
on  additional  weight  in  the  FIFRA 
context  because  the  statute  now 
requires  the  formal  hearing  to  be 
preceded  in  most  cases  by  an  informal 
sifting  of  the  issues  such  a9  that  which  is 
accomplished  in  the  RPAR  process. 

Accordingly,  the  proposed  regulations 
provide,  in  §  164.32,  for  a  formal  hearing 
to  be  granted  relatively  automatically 
upon  the  filing  of  a  timely  request 
satisfying  minimal  requirements.  Only 
after  the  hearing  has  begun  will  the 
issues  be  further  sifted  and  detailed 
decisions  made  as  to  the  future  course 
of  the  proceedings. 

b.  Screening  Procedure. — At  present 
Presiding  Officers  of  course  have  broad 


powers  to  structure  the  course  of  a  - 
formal  proceeding  through  prehearing 
orders  or  through  rulings  during  the 
course  of  the  hearing.  To  some  extent 
the  screening  criteria  proposed  here 
simply  formalize  and  define  the 
standards  that  should  be  applied  in 
doing  that. 

The  regulations,  however,  also  depart 
from  that  pattern  in  an  attempt  to 
remedy  one  central  defect  of  formal 
proceedings  for  making  decisions  such 
as  those  involved  in  pesticide  use 
cancellations.  That  is  lack  of  any 
provision  for  scientific  advice  to  the 
decisionmaker.  As  discussed  above,  it  is 
inefficient,  and  contrary  to  the  purposes 
for  which  administrative  agencies  are 
established,  to  require  the  Administrator 
or  the  Presiding  Officer,  as  laymen,  to 
grapple  with  the  full  range  of  issues 
involved  in  a  cancellation  without  any 
opportunity  for  informal  consultation 
with  technical  experts. 

Unfortunately,  where  Presiding 
Officers  are  concerned,  a  strong 
argument  can  be  made  that  providing 
such  advice  is  improper.  5  U.S.C. 
554(d)(1)  forbids  a  Presiding  Officer  to 
“consult  a  person  or  party  on  a  fact  in 
issue,  unless  on  notice  and  opportunity 
for  all  parties  to  participate”.  The 
Supreme  Court  in  dictum  has  indicated 
that  this  language  should  be  given  a 
literal  reading.  See  Butz  v.  Economu,  93 
S.  Ct.  2894,  2915  (1978). 

Accordingly,  though  arguments  on  the 
other  side  can  be  made,  EPA  has  elected 
at  present  not  take  the  legal  risk  of 
making  informal  expert  advice  available 
to  Presiding  Officers. 

Instead,  EPA  has  provided,  in 
§  164.55,  for  providing  expert  advice  to 
the  Administrator  when  he  makes 
decisions  regarding  cancellation  of  a 
pesticide  use.  This  practice  is 
unquestionably  legal.  5  U.S.C.  554(d)(1) 
does  not  apply  to  agency  heads,  and,  as 
the  United  States  Court  of  Appeals  for 
the  First  Circuit  has  stated,  to  shut 
agency  experts  out  of  the  final  decision 
would  run: 

counter  to  the  purposes  of  the  administrative 
agencies  which  exist,  in  part,  to  enable 
government  to  focus  broad  ranges  of  talent 
on  particular  multidimensional  problems.  The 
Administrator  is  charged  with  making  highly 
technical  decisions  in  fields  far  beyond  his 
individual  expertise.  “The  strength  [of  the 
administrative  process]  lies  in  staff  work 
organized  in  such  a  way  that  the  appropriate 
specialization  is  brought  to  bear  upon  each 
aspect  of  a  single  decision,  the  synthesis 
being  provided  by  the  men  at  the  top.”  2  K. 
Davis,  Administrative  Law  Treatise  84  (1958). 

Seacoast  Anti-Pollution  League  v. 

Costle,  572  F.2d  872  881  (1978).  EPA 
believes  that  as  a  practical  matter  the 
absence  of  such  advice  probably 


increases  the  pressure  on  the 
Administrator  to  accept  the  views  of 
agency  trial  staff  by  denying  him  the 
technical  equipment  with  which  to 
challenge  it. 

Many  agencies  provide  staff  advice  to 
their  heads  to  assist  in  writing  final 
decisions  after  adjudicatory  hearings. 

The  novelty  in  these  regulations  is  that 
the  technical  staff  named  to  advise  the 
Administrator  will  also  be  used  to  help 
structure  the  course  of  the  hearing.  EPA 
believes  it  will  clearly  be  more  efficient 
for  the  Administrator  and  his  expert 
advisors  to  indicate  in  advance  of  a 
courtroom  presentation  on  the  basis  of 
party  submissions  and  the 
administrative  record  where  further 
issues  need  to  be  addressed  and  what 
proceedings  will  be  useful  than  to  allow 
the  hearing  to  proceed  in  ignorance  of 
these  basic  views.  Accordingly,  the 
regulations  provide  in  §  164.55  that  the 
Presiding  Officer  may  certify  the  task  of 
framing  the  course  of  an  adjudicatory 
hearing  to  the  Administrator  who  in  turn 
will  act  with  the  assistance  of  such  a 
panel,  and  that  if  the  Presiding  Officer 
frames  the  course  of  the  hearing  himself, 
the  result  may  be  taken  to  the 
Administrator  through  an  interlocutory 
appeal  as  of  right.  EPA  anticipates  that 
this  same  panel  would  be  kept  in 
existence  throughout  the  hearing  to  deal 
with  other  issues  as  they  arose  and  to 
advise  on  the  final  decisions. 

C.  The  Screening  Tests 

A  formal  hearing  in  connection  with 
the  cancellation  of  a  pesticide  use  can 
consist  of  one  or  more  of  three  types  of 
component  procedures.  These  are:  (i) 
presentation  of  direct  evidence  in 
addition  to  the  administrative  record,  (ii) 
cross-examination  of  witnesses:  and  (iii) 
referral  of  issues  of  scientific  fact  to  the 
National  Academy  of  Sciences.  The 
proposed  regulations  provide  separate 
tests  for  screening  requests  for  each  of 
these  possible  types  of  further 
proceedings.  They  are  contained  in 
§  §  164.52  (additional  evidence),  164.53 
(cross-examination)  and  164.54  (referral 
to  the  National  Academy  of  Sciences). 

Three  criteria  are  common  to  each 
test.  They  are  that  the  party  requesting 
the  further  proceedings  show  that:  (i)  a 
genuine  and  substantial  question  of  fact 
is  involved:  (ii)  the  proceedings  at  issue 
are  likely  to  resolve  the  issue;  and  (iii) 
the  resolution  of  the  issue  one  way  or 
another  has  the  potential  to  change  the 
change  the  outcome  of  the  proceeding. 

These  criteria  are  designed  to  ensure 
that  trial-stage  proceedings  held  as  part 
of  a  formal  hearing  serve  the  central 
function  of  a  trial  stage — to  clarify 
disputed  issues  of  material  fact.  There  is 
no  purpose  in  holding  trial  proceedings 
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that  have  no  reasonable  change  of 
serving  that  end.  This  is  true  even  in 
cases  where  substantial  factual 
uncertainty  does  indeed  exist,  but  trial 
proceedings  will  not  reduce  it  In  those 
cases,  the  uncertainties  must  simply  be 
presented  to  the  decisionmaker  for 
resolution  as  a  matter  of  policy  or  expert 
judgment  (accompanied,  of  course,  by 
appropriate  briefs  from  the  parties. 

These  three  criteria  are  taken  directly 
from  the  “summary  judgment”  criteria  of 
the  Food  and  Drug  Administration.  They 
are  further  discussed  in  various 
preambles  to  FDA  regulations,  see  40  FR 
40698-407010  (September  3, 1975);  41  FR 
51708-51711  (November  23, 1976),  and  in 
a  recent  law  review  article,  see  Ames  & 
McCracken,  Framing  Regulatory 
Standards  to  Avoid  Formal 
Adjudication:  The  FDA  as  a  Case  Study, 
64  Calif.  L.  Rev.  14-49  (1976). 

A  fourth  criterion  common  to  all  three 
tests — that  the  matter  not  be  one  of 
which  “official  notice”  can  be  taken — is 
discussed  in  the  next  section. • 

Finally,  requests  to  introduce  further 
direct  evidence  must,  as  stated  above, 
demonstrate  why  that  evidence  was  not 
introduced  as  part  of  the  RPAR  record. 
Similarly,  requests  to  refer  issues  of 
scientific  fact  to  the  National  Academy 
of  Sciences  must  show  why  those  issues 
were  not  adequately  addressed  by  an 
independent  scientific  group  in  being 
referred  to  a  Scientific  Advisory  Panel 
during  the  RPAR  process.  Both  these 
tests  aim  to  ensure  that  the  formal 
hearing  does  not  duplicate  jobs  which 
should  have  been  done  earlier. 

d.  “Official Notice”. — A  central 
feature  of  this  proposal  is  its  use  of 
“official  notice”  as  a  tool  for  setting 
limits  to  the  courtroom  nature  of  formal 
APA  hearings.  Because  the  approach  is 
new,  it  will  be  discussed  in  some  detail. 

5  U.S.C.  sec.  556(e)  provides  that 
"When  an  agency  decision  (after  a 
formal  hearing]  rests  on  official  notice  of 
a  material  fact  not  appearing  in  the 
evidence  in  the  record,  a  party  is 
entitled,  on  timely  request,  to  an 
opportunity  to  show  the  contrary." 

This  language  on  its  face 
demonstrates  that  in  some  cases — those 
in  which  “official  notice”  is  proper — an 
agency  may  rest  its  decision  on  facts 
which  have  not  gone  through  the  full 
record-building  procedures 
characteristics  of  a  formal  hearing. 
Otherwise  the  sentence  would  add 
nothing  to  the  powers  contained  in  other 
APA  provisions  which  generally 
authorize  an  agency  to  make  decisions 
provided  it  observes  such  procedures. 
Accordingly,  the  "opportunity  to  show 
the  contrary"  mentioned  in  this 
provision  must  mean  something  less 
than  the  otherwise  applicable  scope  of 


rights  to  cross-examine  witnesses  and 
present  testimony. 

This  provision  must  also  be  read  in 
the  light  of  four  other  factors. 

First,  the  rules  of  “judicial  notice”  in 
court  proceedings,  on  which  the  APA 
provision  was  modelled  in  part, 
provided  a  considerable  degree  of 
latitute  for  taking  "official  notice.”  Rule 
201  of  the  Federal  Rules  of  Evidence, 
which  now  governs  the  matter,  only 
provides  for  judicial  notice  of 
“adjudicative  facts.”  The  reason,  stated 
in  the  Advisory  Committee’s  Note,  is 
that  courts  may  take  notice  of 
"legislative”  facts — those  relevant  to 
general  policy  decisions — without 
affording  parties  any  rebuttal 
opportunities  at  all  of  the  sort  Rule  201 
provides.  See  K.  Davis,  Administrative 
Law  of  the  Seventies,  sec.  15.00-1  (1976). 

Second,  the  definition  of  a  fact  as 
“legislative” — the  type  that  may  be 
noticed  without  process  under  the  Rule 
201  test — is  not  static,  but  varies  with 
the  nature  of  the  proceeding. 
“Legislative"  facts  are  supposed  to  be 
those  that  help  tribunals  decide 
questions  of  law  or  policy  or  discretion; 
it  follows  that  the  more  heavily  a 
decision  involves  these  elements,  the 
more  each  of  the  facts  that  goes  into 
making  it  is  likely  to  be  classified  as 
“legislative."  Indeed,  Professor  Davis 
has  recently  stated  that  all  facts  in  a 
notice-and-comment  rulemaking  are 
legislative  by  definition  because  the 
main  purpose  of  such  a  proceeding  is  to 
determine  the  content  of  law  or  policy. 
See  2  K.  Davis,  Administrative  Law 
Treatise,  sec.  6.17  at  529  (2d.  ed.  1978). 
This  approach  would  support 
classification  of  the  great  majority  of 
facts  in  a  cancellation  proceeding  as 
“legislative”. 

Third,  even  within  the  sphere  of 
“adjudicative”  facts  subject  to  the 
rebuttal  requirements  of  the  official 
notice  rule,  agencies  probably  have 
greater  power  to  take  official  notice 
than  do  courts.  Even  formal 
administrative  proceedings,  after  all,  are 
meant  to  be  less  rigid  than  court 
proceedings,  while  agencies  are  created 
in  large  measure  to  be  storehouses  of 
information  and  to  apply  it  in  an 
expeditious  and  flexible  manner  to 
proceedings  before  them.  According  to 
the  Attorney  General’s  Manual  on  the 
Administrative  Procedure  Act  (pp.  79- 
BO),  Congress  in  the  APA  meant  to  adopt 
the  1941  recommendations  of  the 
Attorney  General’s  Committee  on 
Administrative  Procedure  and  allow 
agencies  to  take  official  notice  of  "all 
matters  as  to  which  the  agency  by 
reason  of  its  function  is  presumed  to  be 
expert,  such  as  technical  or  scientific 
facts  within  its  specialized  knowledge.” 


See  the  Final  Report  of  the  Attorney 
General’s  Committee  Administrative 
Procedure  pp.  71-73  (1941). 

Agency  official  notice  rules  since  then 
have  often  provided  for  taking  official 
notice  of  such  specialized  matters,  and 
this  result  has  been  endorsed  by  such 
commentators  as  Professor  Davis  and 
Professor  Nathanson.  See  K.  Davis, 
Administrative  Law  of  the  Seventies 
sec.  15.00-7  (1976);  Nathanson,  Probing 
the  Mind  of  the  Administrator:  Hearing 
Variations  and  Standards  of  Judicial 
Review  under  the  Administrative 
Procedure  Act  and  Other  Federal 
Statutes,  75  Colum.  L.  Rev.  721,  738,  761 
(1975). 

Finally,  as  noted  above,  the  agency 
and  the  Presiding  Officer  have  inherent 
power,  through  evidentiary  rulings  and 
pretrial  conferences,  to  structure  the 
course  of  a  proceeding  quite  apart  from 
any  "official  notice”  rule  so  as  to 
generate  a  good  record  at  the  least 
procedural  cost,  and  this  concern  is 
underlined  in  the  case  of  FIFRA  by  the 
fact  that  a  stage  of  informal  review 
precedes  the  hearing  in  FIFRA  cases. 

Each  of  these  four  principles  could 
probably  be  pushed  to  the  point  where  it 
gave  results  contrary  to  the  basic 
purpose  of  Congress  in  enacting  FIFRA. 
But  EPA  believes  that  they  can  also 
each  be  applied  in  a  way  that  furthers 
both  that  intent,  and  decisionmaking 
procedures  under  which  issues  are 
resolved  by  the  most  appropriate 
methods,  without  resort  to  highly  formal 
methods  of  generating  a  record  except 
where  those  methods  are  necessary. 

EPA  therefore  proposes  to  apply  these 
principles  by  requiring  each  person 
seeking  further  proceedings  in  the  form 
of  introducing  additional  evidence, 
cross-examination,  or  referral  of  an 
issue  to  the  National  Academy  of 
Sciences,  to  show  that  the  factual 
questions  concerned  are  not  ones  of 
which  official  notice  can  be  taken.  The 
regulations  provide  a  full  opportunity  to 
document  any  such  showing. 

The  Presiding  Officer  (on  the  panel) 
will  then  rule  on  the  request.  “Official 
notice"  will  be  taken  of  those  matters, 
and  only  those  matters,  which  the  panel 
members,  on  review  of  the 
administrative  record,  conclude  already 
have  been  established  one  way  or 
another  by  that  record  and  are  not 
legitimately  in  dispute. 

Under  this  approach  the  “opportunity 
to  show  the  contrary”  provided  by  the 
statute  would  be  furnished  both  before 
and  after  official  notice  was  proposed  to 
be  taken.  It  would  be  furnished  before 
that  tentative  decision  during  the 
various  stages  of  the  RPAR  process,  and 
after  it  through  the  opportunity  to 
comment  on  and  contest  the  tentative 
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conclusions  of  the  Presiding  Officer  or 
the  panel  before  they  become  final. 

“Offical  notice”  as  the  term  is  used 
here,  becomes  in  effect  a  synthetic 
concept  drawn  from  several  different 
fields  of  administrative  law.  It  is  a 
principle  which  could  be  justified  either 
as  “official  notice”  under  5  U.S.C.  sec. 
556(e),  on  the  basis  that  the  facts  at 
issue  were  “legislative”,  as  part  of  the 
general  authority  of  the  agency  to 
structure  a  hearing,  or  as  an 
implementation  of  the  special 
characteristics  of  FIFRA.  Under  each 
approach,  however,  EPA’s  intention 
would  be  the  same — to  set  for  hearing 
only  those  factual  issues  which  seem 
open  to  decisionally  significantly 
elucidation  through  the  type  of  formal 
proceeding  requested. 

EPA  anticipates  that  under  this 
approach,  requests  for  cross- 
examination  will  be  granted  far  more 
readily  than  requests  to  introduce 
additional  evidence  or  refer  matters  to 
the  NAS.  Cross-examination  is,  after  all, 
the  procedure  for  which  formal  hearings 
are  particularly  well  adapted,  while 
there  is  no  reason  why  the  other  two 
procedures  could  not  be  performed  just 
as  well  in  the  RPAR  process. 

Even  where  cross-examination  is 
involved,  however,  it  is  very  possible 
that  in  many  cases  requests  for  further 
proceedings  may  be  denied.  Courts  have 
increasingly  expressed  skepticism  as  to 
whether  cross-examination  is  the  best 
methods  of  establishing  the  facts  where 
scientific  or  technical  questions  are 
involved,  or  where  large  numbers  of 
economic  factors  must  be  weighed,  and 
many  law  review  articles  have  seconded 
these  conclusions.  Pesticides 
cancellation  hearings,  of  course,  can  be 
expected  to  involve  such  factors 
predominantly,  and  EPA  intends  to 
apply  the  tests  for  cross-examination  in 
the  light  of  that  fact. 

C.  Secondary  Features 

The  discussion  above  has  outlined  the 
two  main  purposes  of  the  revisions  to 
Part  164 — to  splice  the  RPAR  process 
into  the  formal  hearing  procedures  and 
to  modernize  and  streamline  the  conduct 
of  those  hearings. 

In  addition,  several  other  significant 
changes  have  been  made  in  these 
regulations,  which  are  set  out  below. 

1.  Implementation  of  Use-Specific  and 
Registration-Specific  Cancellation 
Actions. — Under  FIFRA,  pesticide 
products  are  registered  and  regulated  on 
the  basis  of  the  uses  for  which  the 
products  are  intended,  and  registration 
decisions,  classification  decisions,  and 
cancellation  decisions  are  all  taken  on 
the  basis  of  specific  uses.  This  use- 
specific  approach  to  decisionmaking  is 


embodied  in  §  3  of  FIFRA  as  well  as  in 
the  registration  and  RPAR  provisions  of 
Part  162,  and  reflects  the  fact  that  a 
single  registration  is  comprised  of 
severable,  independent  components, 
each  relating  to  a  different  registered 
pesticide  use.  It  is  the  Agency’s  position 
that  since  cancellation  and  denial 
decisions  focus  on  specific  individual 
components  (uses)  of  specific 
registrations,  a  particular  pesticide  use 
of  a  product  or  application  may  be 
cancelled  or  denied  under  section  6  or 
section  3  of  FIFRA  without  affecting  the 
status  of  other  pesticide  uses  of  the 
same  registered  product  or  application. 

At  the  same  time,  a  request  for  a  hearing 
relating  to  one  pesticide  use  of  a  product 
or  application  which  is  proposed  to  be 
cancelled  or  denied  has  no  legal  effect 
with  respect  to  other  pesticide  uses 
which  are  also  proposed  to  be  cancelled 
or  denied;  the  other  pesticide  uses  will 
be  cancelled  or  denied  by  operation  of 
law  unless  a  request  is  received  which 
specifically  relates  to  them. 

On  a  related  matter,  it  is  the  Agency’s 
general  practice  to  issue  a  single  section  < 
6(b)(1)  (or  section  3(c)(6))  notice  to 
initiate  cancellation  (or  denial)  actions 
with  respect  to  the  affected  pesticide 
uses  of  all  pesticide  products  containing 
the  active  ingredient  which  is  under 
consideration;  each  such  pesticide 
product  is  identified  in  the  notice  by 
registration  number  or  application  file 
symbol.  It  is  important  to  emphasize, 
however,  that  despite  this  consolidation 
into  a  single  notice,  separate 
cancellation  and  denial  actions  are 
being  initiated  with  respect  to  the 
affected  pesticide  uses  of  each  identified 
registration  and  application,  and  all  of 
these  cancellation  and  denial  actions 
are  legally  independent  of  one  another. 

In  other  words,  each  affected 
pesticide  use  of  each  registration  or 
application  subject  to  the  notice  will  be 
separately  cancelled  or  denied  by 
operation  of  law  at  the  end  of  a 
specified  30-day  period  unless  within 
that  period  certain  actions  (such  as  9 
request  for  a  hearing)  are  taken  with 
respect  to  that  specific  pesticide  use  of 
that  specific  registration  or  application. 

It  is  the  Agency’s  position  that  a  request 
for  a  hearing  relating  to  a  pesticide  use 
of  one  registration  or  application  will 
not  be  effective  with  respect  to  that 
same  pesticide  use  of  another 
(unidentified)  registration  or  application, 
even  if  it  is  held  by  the  same  registrant 
or  applicant. 

Proposed  §  164.20  formalizes  this  use- 
specific  and  registration-specific 
approach  to  implementation  of 
cancellation  and  denial  actions  by 
requiring  each  request  for  a  hearing 


under  Section  6(b)(1)  or  Section  3(c)(6) 
to  specifically  identify  both  the  pesticide 
registration  number(s)  or  the  application 
file  symbol(s)  and  the  particular 
pesticide  use(s)  of  the  particular 
registration(s)  or  application(s)  as  to 
which  a  hearing  is  being  requested.  If  a 
particular  pesticide  use  of  a  particular 
registration  or  application  is  not 
specified  in  any  request  for  a  hearing, 
the  actions  proposed  in  the  notice 
relating  to  that  pesticide  use  of  that 
registration  or  application  will  become 
final  and  effective  at  the  end  of  the 
specified  30-day  period,  notwithstanding 
that  a  hearing  might  have  been 
requested  with  respect  to  other  pesticide 
uses  of  the  same  registration  or 
application  or  with  respect  to  the  same 
pesticide  use  of  other  registrations  or 
applications. 

These  requirements  of  particularity 
and  specific  identification  of  pesticide 
uses  and  of  registration  numbers  or 
application  file  symbols  apply  to  all 
requests  for  hearings,  including  requests 
from  adversely  affected  persons  other 
than  registrants.  Moreover,  the 
regulations  explicitly  provide  that  any 
request  for  a  hearing  which  fails  to 
specifically  identify  both  a  particular 
pesticide  use  and  a  registration  number 
of  application  file  symbol  will  be  denied. 
The  basis  of  such  a  denial  would  be  that 
such  a  request  would  lack  the  requisite 
particularity  under  Section  6(b)  of 
FIFRA  for  preventing  specific  proposed 
cancellation  or  denial  actions  from 
taking  effect  by  operation  of  law. 

This  requirement  does  not  apply, 
however,  to  requests  to  participate  in  a 
Section  6(b)(2)  hearing  under  proposed 
§  164.23.  Unlike  the  cancellation  and 
denial  actions  proposed  in  Section 
6(b)(1)  or  Section  3(c)(6)  notices — which 
become  final  and  effective  at  the  end  of 
30  days  unless  corrections  are  made  or  a 
hearing  is  requested — a  notice  of 
hearing  under  Section  6(b)(2)  is  not  a 
"self-executing”  cancellation  action. 
That  is,  a  Section  6(b)(2)  notice  does 
nothing  more  than  convey  a  hearing  on 
certain  issues  specified  by  the 
Administrator;  at  the  conclusion  of  that 
hearing,  a  final  order  of  cancellation  can 
be  issued  for  any  of  the  pesticide  uses 
subject  to  the  notice.  Because  hearing 
requests  under  Section  6(b)(2)  do  not 
prevent  any  action  from  taking  effect 
automatically,  there  is  no  need  for  the 
hearing  request  to  specify  the  actions 
which  are  stayed  by  it.  Accordingly, 
identification  of  specific  pesticide  uses, 
including  registration  numbers  or 
application  file  symbols,  is  not  required 
by  the  proposal  for  Section  6(b)(2) 
hearings. 
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Instead,  the  proposal  requires  Section 
6(b)(2)  hearing  requests  to  contain  an 
exposition  of  the  person's  positiori  on 
the  factual,  legal,  and  policy  questions 
which  he  believes  to  be  involved  with 
respect  to  each  of  the  issues  specified 
by  the  Administrator  in  the  notice.  This 
requirement  should  not  be  construed, 
however,  as  allowing  persons  to  expand 
the  scope  of  the  issues  to  be  considered 
in  the  hearing  beyond  those  specified  by 
the  Administrator.  As  explained  earlier, 
the  proper  time  to  request  such  an 
expansion  of  issues  is  during  the  RPAR 
process — typically,  in  the  comment 
period  following  issuance  of  a 
Preliminary  Notice  of  Determination. 
Accordingly,  the  Agency  has  determined 
not  to  provide  any  mechanisms  in  Part 
164  for  motions  to  enlarge  the  issues  in 
Section  6(b)(2)  hearings  beyond  those 
specified  by  the  Administrator  in  the 
Section  6(b)(2)  notice. 

2.  Status  of  Registered  Pesticide  Uses 
Following  Issuance  of  Notice  of  Intent  to 
Cancel. — The  regulations  also  set  forth 
the  Agency’s  approach  to  the  issue  of 
the  status  of  registered  pesticide  uses  as 
to  which  hearings  have  been  timely  and 
properly  requested.  It  is  clear  that  under 
Section  6(b)  of  FIFRA,  the  proposed 
cancellation  of  a  particular  registered 
pesticide  use  of  a  particular  registration 
shall  not  become  final  and  effective  if  a 
request  for  a  hearing  on  that  pesticide 
use  is  timely  and  properly  made  by  any 
person  adversely  affected  by  the  Section 
6(b)(1)  notice;  such  pesticide  use  will  be 
lawfully  registered  until  the  conclusion 
of  the  hearing.  A  somewhat  unique 
situation  arises,  however,  when  only  a 
person  other  than  the  registrant  (such  as 
a  user  group)  requests  a  hearing  with 
respect  to  a  particular  registered 
pesticide  use  of  a  particular  registration. 
This  situation  is  most  likely  to  occur  in 
the  case  of  so-called  “minor”  uses, 
where  a  registrant  does  not  desire  to 
defend  its  registration  for  a  particular 
use.  but  a  user  group  does  want  to 
defend  it. 

If  the  registrant  is  willing  to  market 
the  product  for  the  minor  use  if  it  is 
successfully  defended  by  the  user  group, 
it  is  consistent  with  the  purposes  of 
FIFRA  to  allow  the  user  group  to  defend 
the  continued  registration  of  the 
particular  pesticide  use  in  a  hearing.  On 
the  other  hand  a  registrant  may  decide 
that  it  is  no  longer  interested  in 
maintaining  its  license  for  a  particular 
use  in  effect,  and  that  it  affirmatively 
wishes  to  relinquish  its  license  for  that 
particular  use.  There  is  no  provision  in 
FIFRA  which  requires  a  registrant  to 
maintain  in  effect  a  registration  for  any 
particular  pesticide  use.  Indeed,  section 
6(a)(1)  of  FIFRA,  which  provides  for 


routine  administrative  cancellations 
after  five  years,  states  that  only  the 
registrant — or  an  interested  person  with 
the  concurrence  of  the  registrant — may 
request  that  a  registration  be  continued 
in  effect.  If  the  registrant  chooses  to 
allow  a  registration  to  lapse,  a  user 
group  is  powerless  to  overrule  that 
decision.  Further,  even  if  a  registration 
is  effective,  the  manufacturer  has  the 
sole  discretion  to  determine  whether  or 
not  to  manufacture  and  distribute  the 
product  under  its  license.  In  light  of 
these  factors,  it  would  generally  not 
make  any  sense  for  the  Agency  and  user 
groups  to  engage  in  a  protracted  hearing 
concerning  the  continued  registration  of 
a  pesticide  use  which  the  registrant 
affirmatively  wishes  to  discontinue.  The 
proposed  regulations  (under  Part  162) 
therefore  provide  that  the  registrant  may 
at  any  time  petition  the  Administrator  to 
voluntarily  cancel  any  registered 
pesticide  use  of  its  registration.  This 
provision  will  apply  even  if  a  request  for 
a  hearing  has  been  filed  in  accordance 
with  Part  164  by  an  adversely  affected 
person  other  than  the  registrant.11  If  a 
petition  to  voluntarily  cancel 
registration  for  a  pesticide  use  is 
accepted  in  such  a  situation,  nc  section 
6(b)  hearing  will  be  held  on  the  pesticide 
use.  See  McGill  v.  EPA,  593  F.2d  631  (5th 
Cir.  1979). 

The  regulations  also  deal  with  the 
consequences  of  a  request  for  a  hearing 
in  the  somewhat  more  complicated 
context  of  a  conditional  cancellation  or 
a  conditional  denial.  As  explained  more 
fully  elsewhere  in  this  preamble,  the 
Administrator  may  decide  at  the 
conclusion  of  an  RPAR  that  a  particular 
pesticide  use  will  meet  the  requirements 
of  FIFRA  only  if  specific  modifications 
to  its  terms  and  conditions  of 
registration  (or  proposed  terms  and 
conditions  of  registration),  as  directed 
by  the  Administrator,  are  accomplished. 
In  those  situations,  the  notice  which  the 
Administrator  would  issue  under  section 
6(b)(1)  or  section  3(c)(6)  of  FIFRA  would 
provide  that  a  particular  pesticide  use  of 
a  particular  registration  or  application 
will  be  cancelled  or  denied  unless  the 
specific  modifications  to  the  terms  and 
conditions  of  registration  (or  proposed 
terms  and  conditions  of  application)  are 
accomplished. 

However,  section  6(b)  of  FIFRA 
provides  that  the  actions  proposed  in  a 
section  6(b)(1)  notice  of  intent  to  cancel 


“The  proposed  regulations  under  Part  162 
similarly  provide  that  applicants  may  at  any  time 
petition  the  Administrator  to  withdraw  an 
application  for  registration.  The  analysis  above  is 
equally  applicable  to  that  situation,  especially  since 
interested  persons  other  than  the  applicant  may 
request  a  hearing  on  a  denial  under  $  3(c)(6)  of 
FIFRA  only  “with  the  concurrence  of  the  applicant." 


shall  become  final  and  effective  at  the 
end  of  a  specified  30-day  period  unless 
within  that  time: 

“either  (i)  the  registrant  makes  the  necessary 
corrections,  if  possible,  or  (ii)  a  request  for  a 
hearing  is  made  by  a  person  adversely 
affected  by  the  notice." 

Accordingly,  the  Agency  has  determined 
that  the  modifications  to  the  terms  and 
conditions  of  registration  (or  proposed 
terms  and  conditions  of  registration) 
prescribed  in  a  conditional  cancellation 
or  conditional  denial  notice  must  be 
accomplished  during  the  statutory  30- 
day  period.  In  other  words,  unless 
within  the  30-day  period  either  the  . 
“necessary  corrections"  (modifications 
to  the  terms  and  conditions  of 
registration)  are  accomplished  or  a 
request  for  a  hearing  is  made  by  a 
qualified  person,  the  affected  pesticide 
use  of  the  affected  registration  or 
application  will  be  finally  cancelled  or 
denied  as  a  matter  of  law  at  the 
expiration  of  the  30  days. 

The  proposed  regulations  also  lay  to 
rest  several  issues  which  may  arise 
when  the  Administrator  issues 
conditional  cancellation  or  conditional 
denial  notices.  First,  a  registrant  may 
not  itself  unilaterally  amend  the  terms 
and  conditions  of  its  registration;  it  must 
apply  to  the  Agency  for  such 
amendments,  and  such  amendments  are 
not  effective  unless  and  until  they  are 
approved  by  the  Agency  in  accordance 
with  the  provisions  of  Part  162. 
Moreover,  the  Agency  process  for 
consideration  and  approval  of  such 
applications  for  amended  registration 
may  extend  well  beyond  the  statutory 
30-day  period.  Accordingly,  the  Agency 
has  determined  that  the  registrant  shall 
be  deemed  to  have  made  the  "necessary 
corrections”  within  the  applicable  30- 
day  period,  for  the  purposes  of  stopping 
the  effectiveness  of  the  proposed 
cancellation  actions,  if  within  that 
period  it  submits  an  application  for 
amended  registration  which,  if  granted, 
would  accomplish  the  specified 
modifications  to  the  terms  and 
conditions  of  registration. 

The  proposal  also  deals  with  the 
situation  where  the  registrant  responds 
to  a  section  6(b)(1)  conditional 
cancellation  notice  by  submitting  the 
application  for  amended  registration, 
and  another  party  adversely  affected  by 
the  notice,  such  as  a  user  group, 
requests  a  hearing. 12  Although  section 
6(b)  contemplates  that  either  of  these 
actions  will  prevent  the  cancellation 


“The  parallel  situation  is  not  likely  to  occur  in 
the  denial  context,  since  only  “interested  persons 
with  the  concurrence  of  the  applicant"  may  request 
hearings  to  challenge  denial  decisions  under  section 
3(c)(6). 
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action  from  becoming  effective,  the 
statute  is  silent  on  the  consequences  of 
both  conditions  being  satisfied,  each  by 
a  different  party.  The  fundamental 
theme  of  section  6(b)(1)  provides  the 
answer  to  this  problem  of  statutory 
interpretation.  As  pointed  out  earlier, 
section  6(b)(1)  allows  the  Agency  to  act 
without  hearings;  hearing  requests  under 
this  section  operate  to  stop  actions  from 
taking  effect,  until  the  conclusion  of  a 
trial  to  test  whether  the  action  proposed 
is  necessary.  If  a  hearing  request  were 
submitted  by  a  registrant,  the  Agency’s 
proposed  changes  in  terms  or  conditions 
of  registration  would  not  become 
effective,  and  a  hearing  would  be  held. 

In  the  Agency’s  view,  the  statute  was 
intended  to  operate  the  same  way  if  an 
adversely  affected  person  other  than  a 
registrant  requests  a  hearing,  regardless 
of  the  action  taken  by  the  registrant.  The 
fact  that  a  registrant  is  willing  to  go 
along  with  the  changes  has  no  more 
bearing  on  the  action  stopping  nature  of 
a  third  party  hearing  request  than  a 
registrant’s  silence  would  have.  In  either 
case,  the  proposed  changes  in  the  terms 
or  conditions  of  registration  do  not  take 
effect  until  the  conclusion  of  the  hearing, 
and  the  proposed  regulations  so  provide. 

3.  Timeliness  of  requests  for 
hearings. — Proposed  section  164.20 
provides  that  the  timeliness  of  requests 
for  hearings  by  all  non-registrants  and 
non-applicants  in  response  to  Notices  of 
Action  (i.e.,  notices  of  intent  to  cancel  or 
change  classification  and  notices  of 
intent  to  deny  registration)  will  be 
determined  exclusively  by  the  date  of 
publication  of  the  notice  in  the  Federal 
Register.  In  the  case  of  registrants  and 
applicants  only,  the  proposal  provides 
that  the  timeliness  may  be  determined 
instead  by  the  date  of  receipt  of  the 
notice  when  such  receipt  occurs  after 
the  publication  in  the  Federal  Register. 
This  interpretation  of  section  6(b)  of  the 
Act  has  been  previously  upheld  by  the 
Administrator  in  the  case  of  a  request 
for  a  hearing  on  the  conditional 
cancellation  of  the  citrus  uses  of  the 
pesticide  chlorobenzilate,  and  the 
proposal  merely  embodies  that  decision 
( Final  Decision,  FIFRA  Docket  Nos.  411, 
et  al.,  August  20, 1979). 

In  this  regard,  prior  to  1972  only 
registrants  could  request  a  cancellation 
hearing.  The  version  of  FIFRA  then  in 
effect  only  required  that  a  notice  of 
cancellation  be  sent  to  the  registrant, 
and  the  timeliness  of  a  request  for  a 
hearing  was  determined  by  the  date  of 
service  of  the  notice.  In  1972,  however, 
FIFRA  was  amended  to  provide  in 
section  6(b)  that  a  notice  of  intent  to 
cancel  “shall  be  sent  to  the  registrant 
and  made  public”;  section  6(b)  also 


provides  that  unless  a  hearing  is 
requested  (or  necessary  corrections 
made),  the  action  initiated  by  a  section 
6(b)(1)  notice  "shall  become  final  and 
effective  at  the  end  of  30  days  from 
receipt  by  the  registrant,  or  publication, 
of  [the  notice],  whichever  occurs  later.” 

Thus,  when  the  1972  amendments 
expanded  the  class  of  persons  who 
could  request  a  hearing  to  include  non¬ 
registrants,  they  continued  in  effect  the 
requirement  that  a  notice  of  intent  to 
cancel  be  sent  directly  to  a  registrant, 
since  the  registrant’s  identity  is  known 
to  the  Administrator.  They  also  provide 
that  the  date  of  receipt  of  the  notice 
(instead  of  service  of  the  notice)  would 
determine  the  timeliness  of  a  registrant’s 
request  for  a  hearing. 

At  the  same  time  however,  the 
amendments  did  not  require  the  notice 
to  be  sent  to  non-registrants,  since  the 
number  and  identity  of  all  persons  with 
an  interest  in  the  continued  registration 
of  a  pesticide  could  not  generally  be 
known  or  readily  ascertained  by  the 
Administrator.  Instead,  Congress 
provided  for  publication  of  the  section 
6(b)(1)  notice  to  inform  the  general 
public  of  the  pendency  of  the 
cancellation  action  so  that  non¬ 
registrants  who  wanted  to  stop  it  from 
taking  effect  could  do  so  by  requesting  a 
hearing. 

By  providing  for  publication,  Congress 
achieved  two  objectives.  First,  it 
provided  a  mechanism  for  non¬ 
registrants  to  learn  of  pending 
cancellations  so  that  they  would  not 
have  to  rely  exclusively  on 
communications  with  informed 
registrants.  Since  the  very  purpose  of 
expanding  the  class  of  persons  who 
could  request  a  hearing  was  to  allow 
non-registrants  to  defend  a  registration 
when  the  registrant  chose  not  to,  the 
provision  for  publication  facilitated  the 
ability  of  non-registrants  to  act 
independently  of  registrants.  Second, 
and  more  significantly,  the  date  of 
publication  of  a  section  6(b)(1)  notice 
provide  a  single,  neutral,  objective 
benchmark  for  determining  the  time  that 
all  non-registrants  are  put  on 
constructive  notice  that  a  cancellation 
action  is  pending  and  will  take  effect 
unless  stopped  by  a  request  for  a 
hearing. 

By  including  the  phrase  "whichever 
occurs  later”  to  qualify  the  phrase  “from 
receipt  by  the  registrant,  or  publication,” 
Congress  merely  intended  to  extend  a 
grace  period  to  a  registrant  in 
circumstances  where  it  receives  its  copy 
of  the  notice  prior  to  the  pulication  of 
the  notice;  it  did  not  intend  to  measure 
the  30-day  period  for  the  entire  class  of 
non-registrants  from  the  latest  date  of 
receipt  by  some  registrant.  Accordingly, 


the  proposal  provides  all  non-registrants 
(and  non-applicants)  30  days  from  the 
date  of  publication  of  the  Notice  of 
Action  within  which  to  request  a 
hearing.  The  provision  for  an  alternative 
date  for  determining  timeliness  will  only 
apply  to  registrants  and  applicants  who 
receive  their  individual  copies  of  the 
notice  after  the  date  of  pulication  in  the 
Federal  Register. 

4.  Time  Limits  for  Completing 
Hearings. — The  Agency  believes  the 
current  state  of  affairs — where  the 
cancellation  hearings  that  have  been 
held  have  typically  taken  over  three 
years  from  start  to  finish — cannot  be 
reconciled  with  any  reasonable  concept 
of  administrative  procedure. 

Deadlines  for  the  completion  of  these 
proceedings  have  been  recommended  by 
the  National  Academy  of  Sciences. 
National  Academy  of  Sciences, 
Decisionmaking  for  Regulating 
Chemicals  in  the  Environment,  p.  30 
(1975). 

Accordingly,  the  regulations  contain 
such  a  provision.  Of  course,  no  such 
deadline  could  properly  be  imposed  if  it 
would  unduly  abridge  a  person’s  right  to 
clarify  factual  issues  that  were 
legitimately  in  controversy.  The 
screening  process  described  above, 
therefore,  is  an  indispensable 
complement  to  any  establishment  of 
deadlines,  since  it  aims  at  making  sure 
that  hearing  time  is  psed  more 
efficiently  than  it  often  has  been  in  the 
past.  If  the  screening  process  works  as  it 
should,  and  if  presiding  officers  and 
participants  act  in  the  knowledge  that 
the  time  available  to  them  is  not 
unlimited,  the  Agency  believes 
substantial  economies  in  time  and  effort 
can  be  realized  without  any  sacrifice  in 
quality  of  results. 

5.  Judicial  Review. — Section  164.90 
provides  that  decisions  concerning  a 
pesticide  cancellation  made  while 
screening  requests  for  further 
participation  shall  be  reviewed  in  the 
Circuit  Court  of  Appeals  as  provided  in 
Section  16(b)  of  FIFTRA. 

That  section  provides  for  Court  of 
Appeals  review  of  "any  order  issued  by 
the  Administrator  following  a  public 
hearing.”  Even  if  this  language  meant  a 
formal  evidentiary  public  hearing  as 
provided  in  5  U.S.C.  554,  556  and  557,  the 
Agency  believes  that  §  164.90  would 
accurately  state  the  law.  The  screening 
of  requests  for  further  participation  is  a 
means  of  implementing  those  statutory 
provisions  for  hearings. 

However,  it  is  clear  that  the  reference 
to  “public  hearing”  does  not  mean  such 
formal  adjudicatory  hearings 
exclusively.  During  the  1975 
consideration  of  FIFRA  amendments, 
various  changes  to  the  language  quoted 
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were  considered.  In  the  end,  the 
conferees  decided  to  leave  the  section 
as  it  was,  and  added  the  following 
legislative  history: 

“It  is  the  intent  of  the  conferees,  however, 
that  an  adequate  reviewable  record  be 
developed  by  the  Environmental  Protection 
Agency  in  each  of  its  public  hearing  although 
such  hearings  need  not  necessarily  be 
adjudicatory  in  nature."  H.R.  Rep.  No.  94-668, 
94th  Cong.,  1st.  Sess.  6  (1975). 

The  reference  to  the  record  here  echoes 
the  1972  Senate  Report  (p.  13). 

The  clear  implication  of  this  language 
that  Court  of  Appeals  review  should 
follow  any  hearing  at  which  an 
adequate  record  for  review  is  developed 
also  expresses  the  holding  of  the  only 
courts  to  consider  the  question.  State  of 
Louisiana  v.  Train,  392  F.  Supp.  564 
(W.D.  La.  1975),  aff'd,  514  F.2d  1070  (5th 
Cir.  1975). 

It  is  the  Agency’s  position  that  the 
RPAR  process  set  forth  in  the  proposed 
revisions  to  Part  162 — with  its  multiple 
opportunities  for  public  input  and  with 
its  requirements  of  carefully  articulated 
decisions  based  on  specifically 
identified  records — together  with  the 
requirements  of  Part  164  for  screening 
requests  for  further  proceedings, 
together  comprise  the  requisite  “public 
hearing"  for  purposes  of  judicial  review. 

6.  Presentation  of  Evidence. — These 
rules  contain  three  reforms  to  the  way 
evidence  is  presented  at  a  formal 
adjudicatory  public  hearing  which  are 
designed  to  promote  efficiency  and 
reduce  hearing  time. 

First,  the  filing  of  all  exhibits,  and  of 
substantially  all  direct  testimony  by  all 
parties  in  written  form  will  be  required 
(§  164.61).  In  addition,  the  regulations 
contemplate  that  hearings  will  be 
divided  into  distinct  stages  (for  example, 
a  risk  stage  and  a  benefits  stage)  and 
that  the  exhibits  and  testimony  relating 
to  each  stage  will  be  introduced  early  in 
each  stage.  Use  of  written  direct 
testimony  has  been  the  rule  in  previous 
cancellation  hearings,  and  has  resulted 
in  substantial  time  savings.  The  Agency 
believes  that  it  has  authority  to  require 
filing  of  written  direct  testimony  in 
cancellation  hearings  in  cases  where  no 
showing  can  be  made  that  elucidation  of 
the  issues  involved  depends  on  oral 
presentation.  See  41  FR  51716-17  (Nov. 
23, 1976).  The  regulations  proposed 
today  allow  oral  direct  testimony  if  such 
a  showing  can  be  made. 

Second,  these  regulations  provide, 

§  164.62,  for  an  initial  screening  of  direct 
evidence  to  enforce  comformity  with  the 
Hearing  Order  which  determines  the 
scope  of  the  hearing.  This  will  ensure 
that  the  hearing  is  run  in  conformity 
with  the  principles  laid  down  for  its 
conduct  by  the  Administrator.  At  the 


same  time,  the  Agency  recognizes  that 
new  evidence  may  become  available 
after  a  particular  stage  of  a  hearing  has 
been  completed  (or  after  the  time  for 
filing  evidence  for  a  particular  stage  has 
expired)  that  is  relevant  to  the  issues 
involved  in  the  proceeding.  Accordingly, 
the  same  provision,  §  164.62,  also 
provides  that  such  evidence  may  be 
admitted  at  a  later  stage  uppn  a  showing 
that  it  could  not  reasonably  have  been 
made  available,  or  its  relevance  could 
not  reasonably  have  been  foreseen,  at 
an  earlier  stage. 

Finally,  some  provisions  for  control  of 
excess  cross-examination  are  made, 
though  in  general  decisions  here  are  left 
to  the  discretion  of  the  Presiding  Officer. 
The  Conference  Report  and  Order  of  the 
hearing  conference  will  set  a  detailed 
schedule  for  all  oral  proceedings 
(§  164.60),  an<j  in  drawing  it  up  the 
Presiding  Officer  is  directed  to  consider 
alternatives  to  oral  cross-examination  if 
the  issues  could  be  more  economically 
clarified  by  using  them.  It  should  also  be 
noted  in  this  regard  that  the  proposal 
specifically  contemplates  that  more  than 
one  hearing  conference  will  be  held. 
Hearing  conferences  are  valuable 
opportunities  to  dispose  of  procedural 
and  other  matters,  and  both  the  parties 
and  the  Presiding  Officer  should  view 
the  hearing  conference  as  an 
indispensable  tool  for  expediting  the 
hearing. 

The  general  discovery  provisions  in 
the  present  regulations  have  been 
eliminated.  This  is  not  intended  to  result 
in  any  lesser  degree  of  disclosure  by 
parties  to  the  hearing.  Rather,  the 
obligation  to  make  disclosure  has  in 
effect  been  shifted  forward  to  Part  162 
proceedings  by  §  164.52. 

7.  Burden  of  Proof — Section  164.3 
restates  the  accepted  view  that  the 
ultimate  burden  of  persuasion  always 
rests  on  the  proponent  of  registration  of 
a  pesticide  use.  [See,  e.g.,  Environmental 
Defense  Fund  v.  Environmental 
Protection  Agency,  548  F.2d  998  (1976), 
cert,  denied,  431  U.S.  925  (1977).)  It  also 
states  that  the  burden  of  producing 
evidence  beyond  the  RPAR  record  shall 
be  specified  by  the  Presiding  Officer. 
This  provision  does  not  rest  on  any  legal 
conclusion  as  to  where  that  burden  rests 
in  the  abstract,  which  the  Agency  in  any 
event  would  find  to  be  of  limited 
usefulness.  Rather,  it  recognizes  that  the 
Presiding  Officer  will  be  working  from 
the  prior  administrative  record  and 
documents  based  on  it.  Against  that 
background,  he  will  be  able  to  discern 
where  the  areas  of  factual  dispute  lie, 
and  on  which  party  it  is  most  fair  to 
place  the  burden  of  clarifying  them. 

8.  Alternative  Forms  of  Public 

.  Hearing. — Under  FIFRA,  a  person 


adversely  affected  by  a  notice  of  intent 
to  cancel  has  the  right  to  request  a 
formal  evidentiary  public  hearing  as 
provided  by  these  regulations.  Given  the 
variety  of  different  types  of  questions 
and  patterns  of  questions  that  may 
arise,  however,  it  may  be  that  all  parties 
will  be  able  to  agree  that  some 
alternative  approach  will  best  fit  their 
needs.  Indeed,  such  alternative  forms 
have  been  increasingly  used  under  other 
statutes  in  recent  years,  and  have  been 
favorably  mentioned  in  various 
contexts.  For  example,  there  has  been 
repeated  discussion  of  proposals  for  a 
"science  court"  which  proponents 
believe  could  clarify  technical  issues  in 
a  more  efficient  and  less  adversarial 
way  by  adopting  some  of  the 
mechanisms  of  scientific  investigation 
rather  than  those  designed  for  trial  of 
issues  of  adjudicatory  fact. 

Accordingly,  §  164.24  has  been 
included  to  allow  the  parties  to  select 
such  an  alternative  form  if  they  wish, 
and  to  provide  some  guidance  as  to 
what  the  permissible  choices  are. 

The  section  provides  that  persons 
with  a  right  to  request  a  formal  hearing 
under  FIFRA  may  instead  elect  to  have 
the  proceeding  conducted  under  the 
rules  of  practice  that  apply  to 
rulemakings  under  section  6  of  the  Toxic 
Substances  Control  Act,  or  in  the  form 
of  a  one-day  proceeding  before  the 
Administrator  personally,  or  before  a 
panel  of  mutually  acceptable  persons 
not  employed  by  EPA. 

The  Toxic  Substances  Control  Act,  15 
U.S.C.  2601  et  seq.,  allows  EPA  to 
regulate  problem  chemicals  other  than 
pesticides.  The  factural  and  policy 
issues  raised  by  these  chemicals  may 
often  be  very  similar  to  those  that  arise 
in  the  pesticide  context. 13  Under  that 
statute,  decisions  involving  such 
chemicals  may  be  taken  through  “hybrid 
rulemaking”  procedures  rather  than 
through  a  formal  hearing. 

EPA  believes  that  the  TSCA 
procedures  will  not  result  in  any 
sacrifice  in  quality  of  decisions  as 
compared  to  the  FIFRA  procedures,  and 
are  almost  certain  to  be  vastly  shorter 
and  cheaper  than  formal  hearings. 
(TSCA  section  6  rulemakings  to  date 
have  averaged  less  than  one  year  from 
start  to  finish,  while  FIFRA  hearings 
have  averaged  more  than  three  years.) 
Accordingly,  EPA  proposes  to  allow 
FIFRA  hearings  to  be  governed  by  these 


13  The  similarity  between  FIFftA  and  TSCA  has 
been  recognized  by  members  of  the  separate 
committees  concerned  with  the  two  statutes. 
Legislative  history  of  the  Toxic  Substances  Control 
Act  (Committee  Print,  House  Committee  on 
Interstate  and  Foreign  Commerce),  pp.  231-233 
(1976)  (dialogue  of  Sens.  Allen,  Talmadge,  and 
Tunney). 
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procedures  if  those  with  a  right  to 
request  them  consent. 

The  second  option — a  hearing  before 
the  Administrator  personally — 
recognizes  that  in  some  cases, 
predominantly  those  involving  major 
policy  choices,  the  parties  may  conclude 
that  an  opportunity  to  address 
personally  the  final  decisionmaker — the 
Administrator — is  what  matters  most  to 
them.  To  date  it  has  not  been  the 
practice  for  the  Administrator  to  even 
hear  oral  argument  personally  in  FIFRA 
proceedings,  and,  given  the  press  of  his 
other  duties,  this  pattern  is  certainly 
understandable.  However,  if  the 
Administrator  knew  that  by  devoting  a 
day  to  hearing  the  contentions  of  the 
parties  in  a  FIFRA  proceeding,  he  could 
substantially  reduce  the  burden  of 
formal  proceedings  that  would 
otherwise  have  to  be  borne  by  other 
parts  of  the  Agency,  the  incentive  for 
him  to  make  the  time  available  would 
obviously  be  greater.  Accordingly,  the 
regulations  make  this  option  available 
also. 

The  third  alternative — a  hearing 
before  a  panel  of  mutually  acceptable 
persons — corresponds  to  the  format 
generally  suggested  for  a  “Science 
Court.”  These  suggestions  often  assume 
that  the  panel  members  would  be 
scientists  expert  in  the  field.  Though  the 
EPA  proposal  is  certainly  consistent 
with  that  approach,  it  could  encompass 
any  panel  of  mutually  acceptable 
persons,  not  one  consisting  of  scientists 
only. 

The  regulations  do  not  attempt  to 
specify  in  elaborate  detail  the 
procedures  for  these  latter  two 
alternative  types  of  public  hearing.  By 
their  nature,  they  are  somewhat 
experimental  and  the  procedures  may 
have  to  be  worked  out,  at  least  during 
the  first  few  tries,  on  a  case-by-case 
basis.  However,  the  regulations  do 
provide  for  full  publicity  to  be  given  in 
each  case  to  the  procedures  that  have 
actually  been  agreed  on.  This  will 
safeguard  the  right  of  the  public  to  know 
of  and  participate  in  alternative  hearing 
forms  as  it  could  participate  in  the 
traditional  form  of  public  hearing. 

The  regulations  also  provide  that  any 
alternative  form  of  public  hearing  must 
be  approved  by  the  Administrator. 

D.  Suspension  Prodecures. — Section 
6(c)  of  FIFRA  allows  the  Administrator 
to  suspend  the  registration  of  a 
pesticide — that  is,  to  forbid  temporarily 
its  distribution,  sale  and  use  by 
abbreviated  procedures — where  he 
determines  that  an  “imminent  hazard” 
would  result  from  its  use.  An  “imminent 
hazard”  exists  where  a  pesticide  would 
have  unreasonable  adverse  effects  on 
the  environment  during  the  time 


required  for  the  completion  of 
cancellation  proceedings. 

The  statute  makes  suspension 
decisions  subject  to  the  same  hearing 
rights  as  cancellation  decisions,  except 
that  the  time  limits  are  shorter  and  the 
Presiding  Officer  need  not  be  an 
Administrative  Law  Judge. 

Most  provisions  of  the  regulations  for 
suspension  proceedings  in  Subpart  C  of 
Part  164  follow  the  procedures  laid 
down  for  cancellation  proceedings  with 
whatever  changes  are  necessary  to 
accommodate  the  much  tighter  timetable 
and  the  preliminary  nature  of  the 
decision. 

As  one  such  change,  the  stage  of 
screening  requests  for  further 
participation  has  been  eliminated.  It 
would  be  hard  to  reconcile  such  a  stage 
with  the  very  short  timetables  for 
decision  specified  in  the  statute.  In 
addition,  the  usefulness  of  this  stage 
really  depends  on  the  whole  course  of 
proceedings  under  Part  162  having  been 
completed,  and  in  many  instances  of 
suspension  this  will  not  be  the  case. 

In  addition,  these  regulations  provide 
that  a  panel  of  agency  employees  with 
expert  knowledge  of  or  responsibility  for 
the  subject  area  of  the  proceeding  may 
be  named  to  preside  at  a  suspension 
hearing  either  instead  of  or  in 
cooperation  with  an  Administrative  Law 
Judge.  The  direct  participation  of  such 
experts  will  make  it  easier  for  the 
Agency  to  assess  the  evidence  and  the 
issues,  particularly  under  time  pressure, 
and  should  lead  to  better  final  decisions 
through  the  principle  of  the  division  of 
labor.  The  Agency  believes  Congress 
had  the  possibility  of  some  such 
approach  in  mind  when  it  specified  in 
section  6(c)  of  FIFRA  that  the  person 
presiding  over  a  suspension  hearing  . 
need  not  be  a  certified  Administrative 
Law  Judge. 

E.  Implementation  of  Final 
Cancellations  and  Suspensions  and 
Existing  Stocks  Problems 

The  proposal  includes  a  provision 
(1  164.140)  requiring  the  preparation  of  a 
Notification  of  Cancellation  after 
cancellation  actions  under  section  6(b) 
have  become  final,  either  by  operation 
of  law  or  at  the  conclusion  of  hearings 
under  Part  164.  This  Notification  would 
be  sent  to  all  registrants  of  pesticide 
uses  affected  by  the  final  cancellation 
action,  and  would  be  published  in  the 
Federal  Register. 

The  Notification  of  Cancellation  is 
designed  to  deal  with  certain 
“housekeeping"  matters.  Once  a 
cancellation  action  has  become 
effective,  registrants  need  to  know  what 
actions  are  required  of  them  in  order  to 
bring  their  pesticide  products  into 


compliance  with  it.  For  example, 
registrants  need  to  know  such  things  as 
whether,  how  and  when  they  should 
submit  amended  product  labeling  to  the 
Agency,  and  what  practices  the  Agency 
will  allow  (in  appropriate 
circumstances)  for  modifying  the 
labeling  of  pesticide  products  currently 
in  commerce  (e.g.,  whether  “stickering” 
of  the  labels  of  such  products  will  be 
permitted,  and  whether  obliteration  of 
portions  of  the  label  will  be  permitted.) 

In  the  past,  the  Agency  generally  has 
sent  instructions  to  registrants  on  these 
matters;  accordingly,  the  Notification  of 
Cancellation  provision  in  the  proposal  in 
large  measure  codifies  current  practice. 

The  proposal  also  provides  for  a 
similar  Notification  of  Suspension  after 
suspension  actions  have  become  final 
(§  163.142).  With  respect  to 
implementation  of  suspension  actions, 
however,  it  should  be  noted  that  any 
labeling  and  other  changes  required  to 
comply  with  final  suspension  orders 
have  validity  only  for  the  duration  of  the 
cancellation  proceedings  concerning  the 
pesticide  use  in  question.  At  the 
conclusion  of  cancellation  proceedings, 
the  Agency  may  impose  different 
requirements,  or  may  decide  to  permit 
registration  for  the  use  to  continue 
without  any  changes  to  the  terms  and 
conditions  of  registration  which  existed 
at  the  beginning  of  the  suspension  and 
cancellation  proceedings.  Because 
suspension  orders  are  limited  in 
duration  and  effect,  the  Agency  has 
always  permitted  registrants  to  make 
changes  necessary  to  comply  with 
suspension  orders  on  an  interim  basis, 
and  without  prejudice  to  their  right  to 
contest  the  necessity  for  these  changes 
in  cancellation  proceedings.  This 
practice  will,  of  course,  not  change. 

The  provisions  in  the  proposal 
regarding  existing  stocks  of  products  not 
in  compliance  with  final  cancellations  or 
suspensions  mark  a  departure  from 
current  Agency  practice.  In  the  past,  the 
Agency  has  resolved  in  the  cancellation 
or  suspension  proceedings  whether  and 
to  what  extent  to  permit  the  sale  and 
use  of  existing  stocks  of  pesticide 
products  which  do  not  comply  with  the 
cancellation  or  suspension  action.  This 
approach  has  not  worked  well,  primarily 
because  it  is  not  possible  to  develop  a 
record  concerning  the  disposition  of 
existing  stocks  of  cancelled  or 
suspended  pesticides  before  it  is  known 
what  pesticide  uses  are  in  fact  going  to 
be  cancelled  or  suspended — which,  of 
course,  cannot  be  known  until  the  end  of 
the  proceeding.  In  light  of  this  problem, 
it  is  not  surprising  that  the  Agency’s 
decisions  concerning  existing  stocks 
have  twice  been  overturned  on  appeal, 
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because  the  records  supporting  these 
orders  were  wholly  inadequate. 
Environmental  Defense  Fund  v. 
Environmental  Protection  Agency,  -648 
F.2d  908  (D.C.  Cir.  1976),  cert,  denied, 

431  U.S.  925  (1977));  Environmental 
Defense  Fund  v.  Environmental 
Protection  Agency,  510  F.2d  1292  (D.C. 
Cir.  1975). 

For  cancellation  proceedings,  the 
proposal  resolves  this  problem  by 
providing  for  a  separate  proceeding, 
after  a  cancellation  action  under  Part 
164  has  become  effective,  to  deal  with 
existing  stocks  problems  (§  164.141). 
Under  the  proposal,  the  Notification  of 
Cancellation  would  include  a  discussion 
of  the  legal  status  of  existing  stocks  of 
pesticide  products  which  are  not  in 
compliance  with  the  final  cancellation 
action,  together  with  the  Agency’s 
determination  concerning  the  continued 
distribution,  sale  or  other  movement  in 
commerce,  and  use,  of  such  existing 
stocks.  The  Notification  of  Cancellation 
would  then  inform  registrants  and  other 
interested  persons  that  if  they  disagree 
with  the  Agency’s  determination,  they 
may  petition  the  Agency  to  modify  it, 
and  would  specify  where,  how  and 
when  such  petitions  must  be  filed,  and 
the  information  which  must  be  included 
in  them.  The  proposal  then  requires  the 
Agency  to  dispose  of  such  existing 
stocks  petitions  by  promulgating  a 
regulation,  after  complying  with  the 
procedural  requirements  applicable  to 
rulemaking  under  FIFRA  and  the 
Administrative  Procedure  Act.14 

The  proposal  does  not  provide  for  a 
separate  proceeding  to  deal  with 
existing  stocks  problems  after  final 
suspension  orders.  There  are  several 
reasons  for  not  permitting  separate 
existing  stocks  proceedings  after 
suspensions.  First,  a  suspension  order  is 
of  limited  duration  and  effect,  and  is 
intended  in  part  to  resolve  whether 
existing  stocks  of  products  registered  for 
a  particular  pesticide  use  should  be  sold 
or  used  while  cancellation  proceedings 
are  in  progress.  Second,  because 
suspensions  are  temporary,  and  last 
only  until  the  conclusion  of  cancellation 
proceedings,  existing  stocks  questions 
generally  can  be  deferred  until  the 
conclusion  of  cancellation  proceeding. 
Third,  because  the  question  of 
permission  to  use  existing  stocks  is  so 
closely  intertwined  with  the  merits  of  a 

14  FIFRA  does  not  impose  any  procedural 
requirements  governing  the  disposition  of  petitions 
to  allow  sale  or  use  of  cancelled  or  suspended 
pesticides.  See  FIFRA.  §  §  6(a)(1).  15(b)(2). 
Accordingly,  the  procedural  requirements 
applicable  to  existing  stocks  matters  are  those  in 
the  Administrative  Procedure  Act  ("APA").  In  the 
Agency's  view,  these  matters  are  rulemaking 
matters  within  the  purview  of  §  4  of  the  APA  [5 
U.S.C.  $  553  (1976  edition)). 


suspension  order,  any  provision 
allowing  petitions  to  permit  use  of 
existing  stocks  of  suspended  pesticides 
would  in  effect  allow  petitions  to  modify 
the  suspension  order.  The  Agency 
already  has  procedures  for  petitions  for 
modification  of  suspension  orders  (See 
40  CFR  Part  164,  Subpart  D).  In  the 
Agency’s  view,  petitions  for  relief  from 
suspension  orders  should  continue  to  be 
governed  by  those  procedures. 

V.  Questions  on  Which  Comment  is 
Particularly  Requested 

A.  How  should  cancellation  hearings 
not  following  an  RPAR  be  handled? 

As  discussed  above,  the  revised  Part 
164  procedures  proposed  today  are 
specifically  designed  to  graft  together 
the  increasingly  important  stage  of 
decisionmaking  through  informal 
procedures  in  the  RPAR  process  and  the 
examination  and  testing  of  those 
decisions  in  a  formal  hearing. 

EPA  anticipates  that  the  great 
majority  of  regulatory  actions  involving 
pesticides  which  pose  unreasonable 
adverse  effect  problems  will  be  made 
through  the  RPAR  process  followed  by  a 
hearing  opportunity  as  described  above. 
Under  the  statute,  however,  there  are 
two  major  types  of  actions  which  may 
lead  to  a  formal  hearing  and  yet  which 
may  not  or  will  not  have  been  preceded 
by  the  full  range  of  RPAR  procedures. 
These  are  discussed  below. 

1.  Cancellation  in  Connection  With 
Suspension. — Suspension  of  the 
registration  of  a  pesticide  use,  as 
explained  above,  is  a  preliminary 
remedy  similar  to  a  preliminary 
injunction.  It  is  designed  to  be  invoked 
rapidly  when  new  information  or  new 
interpretations  of  old  information,  raises 
serious  concerns  about  registrability  of  a 
pesticide  use.  Because  of  the  nature  of 
the  procedure,  it  is  quite  likely  that,  if 
invoked,  it  will  be  invoked  rapidly,  and 
quite  possibly  before  an  RPAR 
proceeding  concerning  the  pesticide  use 
at  issue  has  been  completed.  Yet  the 
statute  also  provides  that  the 
Administrator  may  not  issue  a 
suspension  order  for  a  pesticide  use 
without  at  the  same  time  also  initiating 
cancellation  proceedings  for  the 
pesticide  use  at  issue.  The  question  then 
arises  how  to  conduct  a  cancellation 
hearing  on  that  pesticide  use  if  one  is 
requested. 

Several  possible  solutions  to  this 
problem  are  suggested  by  past  Agency 
practice.  The  first  is  to  stay  any  hearing 
on  the  cancellation  action  until  after 
final  agency  action  on  the  suspension. 
(See  e.g.,  the  Agency’s  cancellation 
hearings  on  heptachlor/chlordane 
(FIFRA  Docket  Nos.  336  et  al.)  and 


aldrin/dieldrin  (FIFRA  Docket  Nos.  145 
et  al.))  Without  such  a  stay,  the  Agency 
would  be  conducting  two  hearings  on 
closely  related  issues  simultaneously, 
with  all  the  duplication  of  effort  that 
would  require  from  all  parties. 

The  second  is  to  stay  the  cancellation 
hearing  until  the  suspension  hearing  is 
over  and  then  to  automatically  introduce 
the  record  of  the  suspension  proceeding 
into  evidence  in  the  cancellation 
hearing.  (See.  e.g.,  the  Agency 
cancellation  hearing  on  heptachlor/ 
chlordane  (FIFRA  Docket  Nos.  336  et 
al.))  Such  an  approach  provides  the 
cancellation  proceeding  with  a  running 
start  on  at  least  some  of  the  issues  it 
will  have  to  face.  Indeed,  the  case  for 
automatic  introduction  of  the  suspension 
record  is  stronger  than  the  case, 
discussed  above,  for  automatic 
introduction  of  the  administrative 
record.  Introducing  the  suspension 
record  serves  the  same  purposes  as 
introducing  the  administrative  record, 
while  the  suspension  record  has  also 
been  subject  to  examination  in  a  prior 
evidentiary  hearing. 

The  third  possibility  is  to  stay 
cancellation  hearings  when  a  notice  of 
cancellation  is  issued  in  connection  with 
a  suspension,  pending  completion  of 
RPAR  proceedings  on  the  use  in 
question.  Such  RPAR  proceedings  would 
serve  a  purpose  analogous  to  discovery 
in  civil  litigation.  At  the  conclusion  of 
the  RPAR  proceeding,  the  Administrator 
could  (if  appropriate)  narrow  or  broaden 
the  scope  of  the  cancellation  proceeding. 
This  approach  has  been  used  by  the 
Agency  already  in  connection  with  its 
suspension  of  some  uses  of  the  pesticide 
DBCP  (42  FR  57545,  November  3, 1977). 

It  proved  acceptable  to  all  sides,  and 
allowed  the  issues  involved  in 
cancellation  to  be  addressed  in  the 
flexible,  informal  RPAR  setting  before 
moving  on  to  the  rigidity  and  expense  of 
formal  proceedings. 

The  Agency  recognizes  that  there  are 
a  number  of  alternatives  available  in 
connection  with  the  second  and  the 
third  possible  solution.  One  would  be  to 
start  the  cancellation  hearing  at  any 
time  after  the  final  suspension  decision, 
without  waiting  for  any  RPAR  br  RPAR- 
type  proceedings,  but  to  retain  the 
formal  screening  of  issues  before  any 
new  presentation  of  evidence  or  cross- 
examination.  The  screening  could  • 
proceed  on  the  basis  of  the  suspension 
record,  plus  the  submissions  of  the 
parties. 

Another  would  be  to  start  the  hearing, 
once  again,  any  time  after  suspension 
proceedings  were  over,  but  to  move 
directly  to  the  hearing  conference,  and 
to  provide  for  screeing  of  issues  in  a 
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somewhat  less  structured  fashion  at  the 
discretion  of  the  Presiding  Officer. 

The  Agency  specifically  invites 
comments  on  the  approaches  to  this 
problem  discussed  above,  and  on  any 
other  approaches  that  might  be  utilized. 

On  a  related  matter,  the  Agency  also 
solicits  comments  on  the  issue  of 
whether  a  suspension  order  may  be 
supported  by  a  notice  under  section 
6(b)(2)  of  the  Act.  Although  section 
6(c)(1)  read  literally  requires  the 
Administrator  to  issue  a  notice  under 
section  6(b)(1)  in  order  to  support  a 
suspension  order,  it  is  clear  that 
Congress’  concern  in  enacting  section 
6(c)(1)  was  only  that  proceedings  which 
could  result  in  cancellation  of  a 
pesticide  use  be  initiated  or  in  progress 
before  that  pesticide  use  was  suspended 
(because  suspension  was  only  intended 
as  an  interim  remedy  pending  such 
cancellation  proceedings).  See  S.  Rep. 
No.  92-838  (SUPPLEMENTAL  REPORT), 
92d  Cong.,  2d  Sess.  47  (1972);  S.  Rep.  No. 
92-1540,  92d  Cong.,  2d  Sess.  32  (1972). 
Since  a  hearing  under  section  6(b)(2)  is  a 
cancellation  hearing  in  the  fullest  sense, 
and  since  it  may  culminate  in  an  order 
of  conditional  or  unconditional 
cancellation  of  any  pesticide  use  subject 
to  it,  the  Agency  believes  that  such  a 
hearing  may  serve  as  the  predicate  for 
issuance  of  a  suspension  order. 
Accordingly,  the  Agency  specifically 
invites  comments  on  this  question. 

2.  Cancellation  Without  Weighing  of 
Risks  and  Benefits. — Both  cancellation 
or  denial  following  RPAR,  and 
cancellation  in  connection  with 
suspension  under  the  statute,  must  be 
based  on  a  weighing  of  the  risks  of 
pesticide  uses  against  their  benefits,  and 
on  a  final  judgment  by  the 
Administrator  as  to  whether  the  risks  of 
each  pesticide  use  at  issue  in  the 
proceeding  are  unreasonable. 

The  statute  also  provides  for 
cancellation  or  denial  of  registration  on 
other  grounds.  Specifically,  it  allows 
cancellation  under  section  6(e)  for 
failure  to  comply  with  the  conditions  on 
which  conditional  registration  was 
granted  under  section  3(c)(7), 
cancellation  under  section  3(c)(1)(D)  for 
failure  to  comply  with  the  terms  of  data- 
sharing  requirements,  and  cancellation 
under  section  6(b)  if  it  appears  that  a 
pesticide’s  labeling  or  other  material 
required  to  be  submitted  does  not 
comply  with  the  provisions  of  the  Act. 
With  respect  to  denials,  the 
Administrator  may  deny  registration 
under  section  3(c)(6)  if  the  pesticide’s 
composition  is  not  such  as  to  warrant 
the  proposed  claims  for  it  (section 
3(c)(5)(A)),  or  if  the  pesticide’s  labeling 
or  other  material  required  to  be 
submitted  does  not  comply  with  the 


requirements  of  the  Act  (section 
3(c)(5)(B)).  Finally,  the  Act  provides  for 
“suspension”  under  section  3(c)(2)(B)(iv) 
.for  failure  to  enter  into  data-sharing 
arrangements.  Unlike  suspension  under 
section  6(c),  suspension  under  section 
3(c)(2)(B)(iv)  is  not  analogous  to  a 
preliminary  injunction,  and  there  is  no 
requirement  for  instituting  cancellation 
proceedings  under  section  6  in 
conjunction  with  suspension 
proceedings  under  section  3(c)(2)(B)(iv). 

As  discussed  in  detail  above,  the 
revisions  to  the  formal  hearing  rules 
proposed  today  are  designed  to  create  a 
unified  procedural  system  under  which 
large,  technically  complex  policy 
decisions  are  made  in  the  RPAR  process 
and  challenged  and  refined  in  formal 
hearings  thereafter.  Since  the  types  of 
cancellation  and  denial  proceedings 
described  above  would  not  follow  RPAR 
proceedings,  the  rules  of  practice  set  out 
in  the  proposal  would  not  be 
appropriate  for  them. 

The  Agency  specifically  solicits 
comment  on  the  question  of  what  rules 
should  govern  these  “other"  kinds  of 
cancellation  proceedings.  One  proposal 
which  may  have  merit  is  to  use  the 
consolidated  civil  penalty  regulations 
which  the  Agency  recently  has 
promulgated  for  these  hearings.  [See  45 
FR  24360  (April  9, 1980).]  The  Agency 
specifically  invites  comment  on  the 
feasibility  of  this  approach.  If  the 
Agency  decides  to  adopt  that  approach, 
the  necessary  revisions  to  the 
consolidated  civil  penalty  regulations 
will  be  promulgated  directly  without  an 
intervening  reproposal. 

B.  Briefing  in  Suspension  Hearings 

Suspension  hearings  are  required  by 
statute  to  be  expedited  proceedings, 
and,  as  a  result,  the  time  available  for 
briefing  is  extraordinarily  short.  The 
Presiding  Officer  must  recommend 
findings  and  conclusions  to  the 
Administrator  within  “ten  days  from  the 
conclusion  of  the  presentation  of 
evidence”  and  the  Administrator  then 
has  seven  days  to  render  a  final  order. 
Parties  must  await  the  conclusion  of  the 
presentation  of  evidence  before  they  can 
prepare  final  briefs  for  the  Presiding 
Officer,  and  must  await  the  Presiding 
Officer’s  recommended  decision  before 
they  can  prepare  briefs  to  the 
Administrator;  the  briefing  schedules  - 
which  result  from  this  timetable  subject 
the  parties  to  excrutiating  time 
pressures  to  create  briefs  which 
synthesize  a  highly  technical  record. 
Because  of  the  compressed  schedules, 
simultaneous  briefing  is  a  necessity,  and 
almost  no  time  is  available  for  reply 
briefs. 


The  Agency  believes  that  the  past 
practice  of  briefing  in  suspension 
hearings,  which  has  been  continued  in 
the  proposal,  may  unnecessarily  subject 
parties  to  an  overwhelming  burden  to 
create  a  document  which  may  come  too 
late  in  the  process  to  have  any  impact  at 
all.  Accordingly,  we  are  specifically 
soliciting  comments  concerning 
alternative  methods  of  advocacy  in 
expedited  hearings.  In  particular,  we 
have  two  ideas  under  consideration, 
although  we  invite  commenters  to 
suggest  other  alternatives. 

The  first  idea  would  be  to  eliminate 
the  requirement  of  final  written  briefs, 
and  replace  it  with  an  oral  argument  on 
the  record  before  the  Presiding  Officer 
(and  then  before  the  Administrator) 
somewhat  akin  to  the  English  system  of 
advocacy.  This  alternative  would  relieve 
the  parties  from  the  crushing  burden  of 
creating  extensive  written  briefs  at  the 
conclusion  of  suspension  proceedings. 
Moreover,  an  on-the-record  colloquy 
between  the  Presiding  Officer  and  the 
parties,  or  even  between  the  parties 
themselves,  may  sharpen  the  focus  of 
the  controversy  much  more  efficiently 
than  written  presentations. 

The  second  idea  would  be  to  give  the 
Presiding  Officer  the  discretion  to 
require  interim  briefs  at  the  conclusion 
of  various  stages  of  the  hearing.  Under 
this  approach,  parties  would  brief  the 
issues  involved  at  each  stage  as  it  was 
completed,  so  that  only  the  final  stage 
(and  the  overall  decision  urged)  would 
require  briefing  at  the  “conclusion  of  the 
presentation  of  evidence."  This  would 
have  the  additional  beneficial  effect  of 
having  issues  briefed  while  they  are  still 
fresh  in  everyone’s  minds,  and  would 
provide  them  to  the  Presiding  Officer 
before  he  undertakes  the  arduous  task 
of  preparing  his  final  decision  covering 
all  stages  and  all  issues  involved  in  the 
proceeding. 

C.  Subpart  D 

This  proposal  does  not  affect  the 
existing  regulations  under  Subpart  D  of 
Part  164,  which  govern  petitions  to 
reconsider  previous  cancellation  or 
suspension  orders,  to  allow  use  of  a 
pesticide  at  a  site  and  on  a  pest  for 
which  registration  has  been  finally 
cancelled  or  suspended.  Subpart  D 
provides  generally  that  reconsideration 
of  a  previous  cancellation  or  suspension 
order  is  warranted  only  if  the  applicant 
presents  substantial  new  evidence 
which  may  materially  affect  the  prior 
order  and  which  was  not  available  to 
the  Administrator  at  the  time  of  that 
order,  and  such  evidence  could  not, 
through  the  exercise  of  due  diligence, 
have  been  discovered  by  the  parties  to 
the  cancellation  or  suspension 
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proceeding  prior  to  the  issuance  of  the 
final  order  (40  CFR  164.131). 

The  Agency  believes  that  Subpart  D  is 
based  on  sound  policy  considerations, 
but  invites  comments  on  any 
amendments,  revisions,  additions  or 
deletions  which  might  be  made  to  those 
regulations  consistent  with  other 
changes  being  proposed  today. 

D.  Discovery 

As  explained  earlier,  the  proposal 
eliminates  the  formal  discovery 
procedures  of  the  present  regulations, 
since  the  obligation  to  make  disclosure 
has  in  effect  been  shifted  to  the  RPAR 
process.  However,  the  Agency  solicits 
comments  as  to  whether  any  provision 
should  be  made  allowing  use  of 
particular  discovery  devices,  or  some 
combination  of  discovery  devices,  after 
the  initiation  of  formal  proceedings 
under  Section  6(b).  Such  comments 
should  contain  specific  proposals  for 
such  discovery  and  explain  why 
provision  for  such  discovery  in  the  rules 
of  practice  would  further  the  Agency’s 
overall  procedural  reform  objectives. 

E.  Applicability  of  revised  rules  to 
RPAR  proceedings  and  cancellation 
proceedings  currently  in  progress. 

As  indicated  in  Part  II  above,  the 
Agency  currently  has  a  number  of  RPAR 
proceedings  in  progress.  In  addition, 
there  currently  are  two  cancellation 
hearings  in  progress.  The  Agency 
solicits  comment  on  whether,  to  what 
extent,  and  under  what  conditions  it 
should  make  the  revised  RPAR  rules 
applicable  to  ongoing  RPAR  proceedings 
and  the  revised  Rules  of  Practice 
applicable  to  ongoing  cancellation 
proceedings. 

EPA  presently  intends  to  make  these 
rules  applicable  to  all  RPAR 
proceedings  in  progress  on  the  date  the 
rules  become  effective,  and  to  any 
hearings  arising  out  of  those  RPARs. 
Those  hearings  will  comprise  the  vast 
bulk  of  the  formal  proceedings  under 
FIFRA  for  the  next  several  years,  and  it 
would  be  unacceptably  inefficient  for 
the  reasons  discussed  above  to  conduct 
them  under  rules  that  gave  no  formal 
recognition  to  the  role  of  the  RPAR 
process.  Sine?  the  RPAR  process  is 
already  conducted  in  essential 
conformity  with  the  proposed 
requirements,  no  unfairness  will  result 
from  such  a  step,  particularly  if  EPA 
provides,  as  it  currently  intends  to,  a 
comment  period  during  which  interested 
persons  can  point  out  any 
inconsistencies  between  the  actual  form 
of  an  RPAR  record  and  the  form  it 
would  have  under  the  proposed 
regulations,  and  EPA  can  correct  them. 


Note. — The  Agency  has  determined  that 
this  document  does  not  contain  a  major 
proposal  requiring  preparation  of  an 
economic  impact  analysis  under  Executive 
Orders  11821  and  11949  and  OMB  Circular  A- 
107 

Regulatory  Analysis 

Executive  Order  12044  requires 
preparation  of  a  Regulatory  Analysis  for 
major  regulations  and  standardized 
development  procedures  for  all 
significant  regulations.  In  EPA’s  final 
report  implementing  the  Order  (44  FR 
30988)  we  identified  several  categories 
of  regulatory  actions  which  we  defined 
as  "specialized”  and  not  subject  to  the 
uniform  procedural  requirements.  I  have 
determined  that  this  proposal  is 
administrative  and  procedural  in  nature 
and  does  not  significantly  alter  the 
stringency,  compliance  costs,  or  benefits 
of  the  pesticide  regulatory  program.  I 
have  therefore  classified  this  proposal 
as  a  “specialized  regulation." 

Compliance  With  FIFRA  Section  25 

As  required  by  FIFRA  Section  25, 
copies  of  this  proposed  regulation  were 
provided  to  the  Department  of 
Agriculture  (“USDA”),  the  FIFRA 
Scientific  Advisory  Panel  (“SAP”),  the 
Committee  on  Agriculture  of  the  House 
of  Representatives,  and  the  Committee 
of  Agriculture,  Nutrition  and  Forestry  of 
the  Senate  on  May  19, 1980.  Notice  of 
transmittal  of  a  copy  of  this  proposed 
regulation  to  the  USDA  was  published 
in  the  Federal  Register,  as  required  by 
FIFRA  Section  25(a)(2)(D).  [See  45  FR 
38087  (June  6, 1980).)  USDA  elected  not 
to  exercise  its  right  to  submit  written 
comments  within  the  prescribed  period. 
However,  EPA  and  USDA  will  consult 
informally  during  the  course  of  this 
rulemaking  proceeding.  The  SAP  elected 
not  to  exercise  its  right  to  submit  written 
comments  during  the  prescribed  period. 

This  notice  of  proposed  rulemaking  is 
issued  under  authority  of  section  25  of 
the  Federal  Insecticide,  Fungicide  and 
Rodenticide  Act,  7  U.S.C.  136w. 

Dated:  July  30, 1980. 

Douglas  M.  Costle, 

Administrator. 

PART  162— REGULATIONS  FOR  THE 
ENFORCEMENT  OF  THE  FEDERAL 
INSECTICIDE,  FUNGICIDE  AND 
RODENTICIDE  ACT 

(1)  It  is  proposed  to  revise  40  CFR  Part 
162  by: 

Subpart  A— [Amended] 

(a)  Amending  the  title  of  Subpart  A  to 
read  “Registration  and  Reregistration 
Procedures”  and  by  redesignating  or 
deleting  the  existing  sections  (and 


amending  the  table  of  sections 
accordingly)  as  follows: 

Present  Section  and  New  Section 
162.11(a)(b) — Deleted 

162.12—162.11 

162.13— 162.12 

162.14— 162.13 

162.15— 162.14 

162.16— 162.15 

162.17— 162.16 

162.21— 162.17 

162.22— 162.18 

162.23—162.19 

(b)  Amending  §  162.3  to  add  the 
following  paragraphs  (ss),  (tt),  (uu),  (vv). 
(ww),  (xx),  and  (yy): 

§  162.3  Definitions. 

***** 

(ss)  The  term  “pesticide  use”  means  a 
use  of  a  pesticide  (described  in  terms  of 
the  target  pest,  the  application  site,  and 
other  applicable  identifying  factors) 
which  is  included  in  the  labeling  of  a 
pesticide  product  which  is  registered,  or 
for  which  an  application  for  registration 
is  pending,  and  the  terms  and  conditions 
of  registration  or  the  proposed  terms 
and  conditions  of  registration  for  the 
use. 

(tt)  The  term  “terms  and  conditions  of 
registration"  means  the  terms  and 
conditions  governing  lawful  sale, 
distribution  and  use  which  were 
approved  in  conjunction  with 
registration,  including  the  approved 
labeling,  the  use  classification,  the 
composition,  and  the  packaging. 

(uu)  The  term  "proposed  terms  and 
conditions  of  registration”  means  the 
terms  and  conditions  of  registration 
proposed  by  an  applicant  for 
registration  in  an  application  for 
registration. 

(vv)  The  term  “RPAR"  means 
rebuttable  presumption  against 
registration. 

(ww)  The  term  “validated  test"  means 
a  test  conducted  and  evaluated  in  a 
manner  consistent  with  accepted 
scientific  procedures. 

(xx)  The  term  "other  significant 
evidence"  means  evidence  that  relates 
to  the  uses  of  a  pesticide  and  their 
adverse  risk  to  man  or  the  environment. 

(yy)  The  term  “Scientific  Advisory 
Panel”  means  the  FIFRA  Scientific 
Advisory  Panel  established  by  the 
Administrator  pursuant  to  Section  25(d) 
of  the  Act. 

(c)  Establishing  a  new  Subpart  C 
entitled  “Classification  of  Pesticide 
Uses"  to  consist  of  §§  162.40  through 
162.42,  by  redesignating  existing 
sections  of  Part  162  (and  changing  all 
references  in  those  sections  accordingly) 
as  follows: 
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Present  Section  and  New  Section 
162.11(c),  (d) — 162.40 

162.30— 162.41 

162.31— 162.42 

The  Table  of  Sections  is  also 
proposed  to  be  amended  accordingly  to 
add  the  following: 

Subpart  C— Classification  of  Pesticide 
Uses 

Sec. 

162.40  Use  classification  criteria. 

12.41  Optional  procedures  for  classification 
of  pesticide  use3  by  regulation. 

162.42  Pesticide  use  classification. 

Because  redesignation  of  present 
§  162.11(c)  and  (d)  as  new  §  162.40 
involves  extensive  renumbering  of 
paragraphs  and  subparagraphs,  the  text 
of  new  §  162.40  is  set  out  below.  No 
changes  other  than  changes  in  the 
numbering  of  paragraphs  and 
subparagraphs  have  been  made  in  these 
provisions. 

§  162.40  Use  classification  criteria. 

(a)  Classification  criteria  for  new 
registrations.  Except  as  provided  in 
paragraph  (d)  of  this  section,  a  specific 
use(s)  of  a  pesticide  product  not 
previously  registered  shall  be  classified 
for  general  use  if  each  of  the  applicable 
criteria  set  forth  in  paragraph  (a)(l)(a)(3) 
of  this  section  is  met.  Otherwise,  the 
product  use(s)  shall  be  classified  for 
restricted  use  unless  a  review  of  the 
labeling  pursuant  to  paragraph  (c)  of  this 
section  indicates  that  the  product  use 
may  be  classified  for  general  use  or  the 
benefits  from  unrestricted  use  of  the 
pesticide  outweigh  the  risks  of 
unrestricted  use  of  the  pesticide.  Each  of 
the  separate  criteria  as  set  forth  below 
must  be  applied  for  the  product  use(s)  to 
be  classified  unless  the  formulation, 
packaging,  or  method  of  use  of  the 
product  can  reasonably  be  expected  to 
eliminate  the  route  of  exposure.  New 
data  submitted  to  support  classification 
must  conform  to  the  specifications  of  the 
Registration  Guidelines. 

(1)  Domestic  applications.  A  pesticide 
use(s)  intended  for  domestic  application 
will  be  a  candidate  for  general  use 
classification  if  the  pesticide 
formulation: 

(i)  Has  an  acute  dermal  LD50  greater 
than  2,000  mg/kg; 

(ii)  Has  an  inhalation  LC50  greater 
than  2  mg/liter; 

(iii)  Causes  no  corneal  opacity,  or 
causes  eye  irritation  reversible  within  7 
days  or  less; 

(iv)  Causes  no  more  than  moderate 
skin  irritation  within  72  hours; 

(v)  Has  an  acute  oral  LD50  greater  than 
1.5  g/kg  for  the  formulation  as  diluted 
for  use;  and 

(vi)  Causes,  under  conditions  of  label 
use  or  widespread  and  commonly 


recognized  practice  of  use,  only  minor  or 
no  discernible  subacute,  chronic,  or 
delayed  effects  on  man  or  other 
nontarget  organisms  from  single  or 
multiple  exposures  to  the  product 
ingredient(s),  their  metabolite(s),  or 
degradation  product(s). 

(2)  Nondomestic  applications.  A 
pesticide  use(s)  intended  for 
nondomestic  application  will  be  a 
candidate  for  general  use  classification 
if  the  pesticide  formulation: 

(i)  Has  an  acute  dermal  LD50  greater 
than  200  mg/kg; 

(ii)  Has  an  acute  dermal  LD50  greater 
than  16  g/kg  for  the  formulation  as 
diluted  for  use  as  a  mist  or  spray; 

(iii)  Has  an  inhalation  LD50  greater 
than  0.2  mg/liter; 

(iv)  Is  not  corrosive  to  the  eye  or 
causes  corneal  opacity  reversible  within 
7  days; 

(v)  Is  not  corrosive  to  the  skin  and 
causes  no  more  than  severe  skin 
irritation  within  72  hours;  and 

(vi)  Causes  under  conditions  of  label 
use,  or  widespread  and  commonly 
recognized  practice  of  use,  only  minor  or 
no  discernible  subacute,  chronic,  or 
delayed  toxic  effects  on  man  or  other 
nontarget  organisms,  from  single  or 
multiple  exposures  to  the  product 
ingredient(s),  their  metabolite(s),  or 
degradation  product(s). 

(3)  Outdoor  applications.  A  pesticide 
use(s)  intended  for  outdoor  application 
will  be  a  candidate  for  general  use 
classification  if  it  meets  the  applicable 
set  of  criteria  set  forth  immediately 
above  for  either  domestic  or 
nondomestic  application,  as  appropriate, 
and  if  the  pesticide: 

(i)  Occurs  as  a  residue  immediately 
following  application  in  or  on  the  feed  of 
a  mammalian  species  representative  of 
the  species  likely  to  be  exposed  to  such 
feed  in  amounts  equivalent  to  the 
average  daily  intake  of  such 
representative  species,  at  levels  less 
than  Vs  the  acute  LDso  measured  in 
mammalian  test  animals  as  specified  in 
the  Registration  Guidelines. 

(ii)  Occurs  as  a  residue  immediately 
following  application  in  or  on  the  feed  of 
an  avian  species  representative  of  the 
species  likely  to  be  exposed  to  such  feed 
in  amounts  equivalent  to  the  average 
daily  intake  of  such  representative 
species,  at  levels  less  than  Vs  the 
subacute  dietary  LCM  measured  in  avian 
test  animals  as  specified  in  the 
Registration  Guidelines. 

(iii)  Results  in  a  maximum  calculated 
concentration  following  direct 
application  to  a  6-inch  layer  of  water 
less  than  Via  the  acute  LCM  for  aquatic 
organisms  representative  of  the 
organisms  likely  to  be  exposed  as 


measured  in  test  animals  as  specified  in 
the  Registration  Guidelines. 

(iv)  The  pesticide  causes,  under 
conditions  of  label  use,  or  widespread 
and  commonly  recognized  practice  of 
use,  only  minor  or  no  discernible 
adverse  effects  on  the  physiology, 
growth,  population  levels,  or 
reproduction  rates  of  nontarget 
organisms,  resulting  from  exposure  to 
the  product  ingredients,  their 
metabolites,  or  degradation  products, 
whether  due  to  direct  application  or 
otherwise  resulting  from  application, 
such  as  through  volatilization,  drift, 
leaching  or  lateral  movement  in  soil. 

(b)  Classification  criteria  for 
previously  registered  products.  All 
pesticide  products  registered  by  this 
agency  prior  to  October  21, 1974  have 
been  assigned  a  Toxicity  Category  [see 
§  162.10(h)(1)).  Unless  the  applicant  for 
reregistration  submits  or  has  submitted 
the  toxicity  data  on  the  product  use(s) 
required  in  paragraph  (a)  of  this  section, 
the  existing  Toxicity  Category 
determinations  shall  be  used  to 
establish  whether  the  pesticide  use(s)  is 
a  candidate  for  general  or  restricted  use 
classification.  Except  as  provided  in 
paragraph  (d)  of  this  section,  specific 
use(s)  of  a  product  shall  be  classified  for 
general  use  if  the  applicable  criteria  set 
forth  in  paragraph  (b)(1)— (b)(3)  of  this 
section  are  met.  Otherwise,  the  product 
use  shall  be  classified  for  restricted  use 
unless  a  review  of  the  labeling  pursuant 
to  paragraph  (c)  of  this  section  indicates 
that  the  use  may  be  classified  for 
general  use  or  the  benefits  from 
unrestricted  use  of  the  pesticide 
outweigh  the  risks  of  unrestricted  use  of 
the  pesticide.  Each  of  the  separate 
criteria  as  set  forth  below  must  be 
applied  for  the  product  use(s)  to  be 
classified  unless  the  formulation, 
packaging,  or  method  of  use  of  the 
productxan  reasonably  be  expected  to 
eliminate  the  route  of  exposure. 

(1)  Domestic  applications.  A  pesticide 
use(s)  intended  for  domestic  application 
shall  be  a  candidate  for  general  use 
classification  if  the  pesticide 
formulation: 

(1)  Does  not  meet  the  criteria  of 
Toxicity  Category  I  or  II;  and 

(ii)  Causes,  under  conditions  of  label 
use,  or  widespread  and  commonly 
recognized  practice  of  use,  minor  or  no 
discernible  subacute,  chronic,  or 
delayed  effects  on  man  or  other 
nontarget  organisms  from  single  or 
multiple  exposures  to  the  product 
ingredients,  their  metabolites,  or 
degradation  products. 

(2)  Nondomestic  applications.  A 
pesticide  use(s)  intended  for 
nondomestic  application  shall  be  a 
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candidate  for  general  use  classification 
if  the  pesticide  formulation: 

(i)  Does  not  meet  the  criteria  of 
Toxicity  Category  I;  and 

(ii)  Causes,  under  conditions  of  label 
use,  or  widespread  and  commonly 
recognized  practice  of  use,  only  minor  or 
no  discernible  subacute,  chronic,  or 
delayed  toxic  effects  on  man  or  other 
nontarget  organisms  from  single  or 
multiple  exposures  to  the  product 
ingredients,  their  metabolites,  or 
degradation  products. 

(3)  Outdoor  applications.  A  pesticide 
use(s)  intended  for  outdoor  application 
will  be  a  candidate  for  general  use 
classification  if  it  meets  the  applicable 
set  of  criteria  set  forth  immediately 
above  for  either  domestic  or 
nondomestic  application  as  appropriate, 
and  if  the  pesticide: 

(i)  Occurs  as  a  residue  immediately 
following  application  in  or  on  the  feed  of 
a  mammalian  species  representative  of 
the  species  likely  to  be  exposed  to  such 
feed  in  amounts  equivalent  to  the 
average  daily  intake  of  such 
representative  species,  at  levels  less 
than  Vs  the  acute  oral  LDS0  measured  in 
mammalian  test  animals  as  specified  in 
the  Registration  Guidelines. 

(ii)  Occurs  as  a  residue  immediately 
following  application  in  or  on  the  feed  of 
an  avian  species  representative  of  the 
species  likely  to  be  exposed  to  such  feed 
in  amounts  equivalent  to  the  average 
daily  intake  of  such  representative 
species,  at  levels  less  than  Vs  the 
subacute  dietary  LCW  measured  in  avian 
test  animals  as  specified  in  the 
Registration  Guidelines. 

(iii)  Results  in  a  maximum  calculated 
concentration  following  direct 
application  to  a  6-inch  layer  of  water 
less  than  Vio  the  acute  LCS0  for  aquatic 
organisms  representative  of  the 
organisms  likely  to  be  exposed  as 
measured  in  test  animals  as  specified  in 
the  Registration  Guidelines. 

(iv)  The  pesticide  causes,  under 
conditions  of  label  use,  or  widespread 
and  commonly  recognized  practice  of 
use,  only  minor  or  no  discernible 
adverse  effects  on  the  physiology, 
growth,  population  levels,  or 
reproduction  rates  of  nontarget 
organisms,  resulting  from  exposure  to 
the  product  ingredients,  their 
metabolites,  or  degradation  products, 
whether  due  to  direct  application  or 
otherwise  resulting  from  the  application, 
such  as  through  volatilization,  drift, 
leaching  or  lateral  movement  in  soil. 

(c)  Adequacy  of  label  and  labeling. 
The  directions,  warnings,  and  cautions 
for  any  product  use[s)  not  meeting  the 
criteria  set  forth  in  paragraphs  (a)  and 
(b)  of  this  section  shall  be  further 
evaluated  according  to  the  criteria  set 


forth  below  to  determine  the  adequacy 
of  the  label  or  labeling  to  prevent 
unreasonable  adverse  effects  on  man  or 
the  environment.  If  these  criteria  are 
met,  the  labeling  for  the  affected  uses 
will  be  considered  adequate  to  prevent 
unreasonable  adverse  effects  on  the 
environment  without  further  regulatory 
restrictions,  and  the  affected  uses  will 
be  classified  for  general  use.  The  criteria 
for  evaluating  labeling  adequacy  are  as 
follows: 

(1)  To  follow  label  directions,  the  user 
of  a  pesticide  product  would  not  have  to 
perform  complex  operations  or 
procedures  requiring  specialized 
training  and/or  experience; 

(2)  Failure  to  follow  the  use  directions 
in  any  minor  way  would  result  in  minor 
or  no  discernible  adverse  effects; 

(3)  Widespread  and  commonly 
recognized  practices  of  use  would  not 
nullify  label  directions  relative  to 
prevention  of  unreasonable  adverse 
effects  on  man  and  the  environment; 

(4)  The  directions  do  not  call  for 
specialized  apparatus,  protective 
equipment  or  material  unless  they  would 
be  expected  to  be  available  to  the 
general  public; 

(5)  Following  directions  for  use  would 
result  in  only  minor  or  no  discernible 
adverse  effects  of  a  delayed  or  indirect 
nature,  such  as  through 
bioaccumulation,  persistence,  or 
pesticide  movement  from  the  original 
application  site,  on  nontarget  organisms. 

(d)  Other  Hazards.  Any  product  use(s) 
which  meets  the  general  use  criteria  of 
paragraph  (a),  (b),  or  (c)  of  this  section 
shall  nonetheless  be  classified  for 
restricted  use  if  the  Agency  determines 
that  based  on  human  toxicological  data 
(including  epideminological  studies),  use 
history,  accident  data,  monitoring  data, 
or  such  other  evidence  as  the 
Administrator  identifies  the  product 
use(s)  may  pose  a  serious  hazard  to  man 
or  the  environment  which  can 
reasonably  be  prevented  by 
classification  for  restricted  use. 

(e)  Other  regulatory  restrictions.  Any 
product  use(s)  classified  for  restricted 
use  under  the  provisions  above  may  be 
limited  to  use  by  or  under  the  direct 
supervision  of  a  certified  applicator.  The 
Administrator  may  additionally  or 
alternatively  impose  other  restrictions 
by  regulation.  Such  regulatory 
restrictions  may  include,  but  not  limited 
to,  seasonal  or  regional  limitations, 
limitation  of  use  to  approved  pest 
management  programs,  or  a  requirement 
for  monitoring  or  residue  levels  after 
use,  and  may  be  utilized  to  reduce 
human  health  and  environmental 
hazards  associated  with  persistent, 
bioaccumulative,  or  mobile,  or  highly 
toxic  pesticides.  Any  such  regulation 


shall  be  reviewable  in  the  appropriate 
Court  of  Appeals  upon  petition  of  a 
person  adversely  affected  filed  within  60 
days  of  the  publication  of  such 
regulation  in  final  form. 

(f)  Change  in  classification  from 
general  to  restricted  use.  (1) 
Determination  and  notification.  If  the 
Administrator  determines  that  a  change 
in  classification  of  any  pesticide  product 
use(s)  from  general  to  restricted  use  in 
necessary  to  prevent  unreasonable 
adverse  effects  on  man  or  the 
environment  he  shall,  be  certified  mail, 
notify  the  registrant  of  such  pesticide  of 
such  determination  at  least  30  days 
before  reclassifying,  and  shall  publish 
notice  of  the  proposed  reclassification  in 
the  Federal  Register. 

(2)  Appeal  rights.  Within  30  days 
following  publication  of  the  notice  in  the 
Federal  Register,  the  registrant  or  a 
person  adversely  affected  by  the  notice 
may  request  a  hearing  as  provided  for  in 
section  6(b)  of  the  Act  and  Part  164  of 
these  regulations. 

(d)  Establishing  a  new  Subpart  B 
entitled  “Rules  Governing  Rebuttable 
Presumption  Against  Registration 
(RPAR)  Proceedings"  consisting  of 
§§  162.20  through  162.34  to  read  as 
follows: 

Subpart  B— Rules  Governing  Rebuttable 
Presumption  Against  Registration  (RPAR) 
Proceedings 

Sec. 

162.20  OverView:  alternate  procedures. 

162.21  Rebutable  presumption  against 
registration;  criteria  for  issuance. 

162.22  Preliminary  notification  to 
registrant(s)  and  applicant(s)  for 
registration. 

162.23  Notice  of  rebuttable  presumption 
against  registration. 

162.24  Supplemental  notice  of  RPAR. 

162.25  Criteria  for  rebuttal  of  an  RPAR. 

162.26  Agency  action  if  an  RPAR  is  not 
rebutted. 

162.27  Informal  public  hearings. 

162.28  Preliminary  notice  of  determination. 

162.29  Alternative  procedure  for  issuance  of 
preliminary  notice  of  determination. 

162.30  Review  of  preliminary  notice  of 
determination;  deadlines  for  comments. 

162.31  Final  notice  of  determination. 

162.32  Voluntary  cancellation  and 
withdrawal  of  application. 

162.33  General  standards  for  documents  in 
RPAR  proceedings. 

162.34  Administrative  records. 

Authority:  Section  25  of  the  Federal 

Insecticide,  Fungicide  and  Rodenticide  Act, 
as  amended,  7  U.S.C.  §  136w. 

Subpart  B— Rules  Governing 
Rebuttable  Presumption  Against 
Registration  (RPAR)  Proceedings 

§  162.20  Overview;  alternate  procedures. 

This  Subpart  sets  forth  substantive 
standards  and  procedures  for  the 
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Rebuttable  Presumption  Against 
Registration  (“RPAR“)  process.  These 
procedures  are  the  ones  which  the 
Agency  generally  will  utilize  in 
determining  whether  to  cancel  or  deny 
registration  for  a  pesticide  use  on  the 
basis  that  the  pesticide  use  causes 
unreasonable  adverse  effects  on  the 
environment.  The  Agency  expressly 
reserves  authority  in  particular  cases  to 
modify  these  procedures  or  utilize  other 
procedures  (including  initiation  or 
cancellation  or  denial  proceedings 
without  prior  resort  to  the  RPAR 
process),  if  it  determines  that  modified 
procedures  or  other  procedures  are  in 
the  public  interest. 

§  162.21  Rebuttable  presumption  against 
registration;  criteria  for  issuance. 

(a)  An  RPAR  with  respect  to  a 
pesticide  use  shall  arise  upon  a 
determination  by  the  Administrator  that: 

(1)  A  pesticide  ingredient,  metabolite 
or  degradation  product  meets  any  risk 
criterion  set  out  in  paragraph  (b)  of  this 
section,  as  indicated  by  (i)  validated 

u  st(s)  or  (ii)  other  significant  evidence; 
or 

(2)  A  pesticide  ingredient,  metabolite 
or  degradation  product  otherwise 
appears  to  pose  a  risk  to  man  or  the 
environment  of  sufficient  magnitude,  as 
indicated  by  (i)  validated  test(s)  or  (ii) 
other  significant  evidence,  to  require  the 
Agency  to  make  specific  findings  that 
the  use  offers  offsetting  social,  economic 
or  environmental  benefits. 

(b)  Risk  criteria.  (1)  Acute  toxicity,  (i) 
Hazard  to  humans  and  domestic 
animals.  (A)  Has  an  acute  dermal  LDS0 
of  40  mg/kg  or  less  as  formulated; 

(B)  Has  an  acute  dermal  LD50  of  6  g/kg 
or  less  as  diluted  for  use  in  the  form  of  a 
mist  or  spray;  or 

(C)  Has  an  inhalation  LC50  of  0.04 
mg/liter  or  less  as  formulated. 

(ii)  Hazard  to  wildlife.  (A)  Occurs  as  a 
residue  immediately  following 
application  in  or  on  the  feed  of  a 
mammalian  species  representative  of 
the  species  likely  to  be  exposed  to  such 
feed  in  amounts  equivalent  to  the 
average  daily  intake  of  such 
representative  species,  at  levels  equal  to 
or  greater  than  the  acute  oral  LD50 
measured  in  mammalian  test  animals  as 
specified  in  the  Registration  Guidelines. 

(B)  Occurs  as  a  residue  immediately 
following  application  in  or  on  avian  feed 
of  an  avian  species,  representative  of 
the  species  likely  to  be  explosed  to  such 
feed  in  amounts  equivalent  to  the 
average  daily  intake  of  such 
representative  species,  at  levels  equal  to 
or  greater  than  the  subacute  dietary  LC5o 
measured  in  avian  test  animals  as 
specified  in  the  Registration  Guidelines. 


(C)  Results  in  a  maximum  calculated 
concentration  following  direct 
application  to  a  6-inch  layer  of  water 
more  than  Vi  the  acute  LCSo  for  aquatic 
organisms  representative  of  the 
organisms  likely  to  be  exposed  as 
measured  on  test  animals  specified  in 
the  Registration  Guidelines. 

(2)  Chronic  toxicity,  (i)  Induces 
oncogenic  effects  in  experimental 
mammalian  species  or  in  man  as  a  result 
or  oral,  inhalation  or  dermal  exposure; 
or  induces  mutagenic  effects,  as 
determined  by  multitest  evidence. 

(ii)  Produces  any  other  chronic  or 
delayed  toxic  effect  in  test  animals  at 
any  dosage  up  to  a  level,  as  determined 
by  the  Administrator,  which  is 
substantially  higher  than  that  to  which 
humans  can  reasonably  be  anticipated 
to  be  exposed,  taking  into  account 
ample  margins  of  safety;  or 

(iii)  Can  reasonably  be  anticipated  to 
result  in  significant  local,  regional,  or 
national  population  reductions  in 
nontarget  organisms,  or  fatality  to 
members  of  endangered  species. 

(3)  Lack  of  Emergency  Treatments. 

Has  no  known  antidotal,  palliative,  or 
first  aid  treatments  for  amelioration  of 
toxic  effects  in  man  resulting  form  a 
single  exposure. 

§  162.22  Preliminary  notification  to 
registrant(s)  and  appiicant(s)  for 
registration. 

(a)  If  it  appears  to  the  Administrator 
that  an  RPAR  may  have  arisen  with 
respect  to  a  pesticide  use,  he  shall  notify 
the  registrant(s)  or  applicant(s)  in 
writing  of  the  general  nature  of  his 
concerns  and  the  bases  for  them,  and 
shall  offer  them  an  opportunity  to 
respond.  The  time  limit  for  submitting  a 
response  shall  generally  not  exceed 
ninety  (90)  days. 

(b)  The  Administrator  shall  consider 
any  information  submitted  in  response 
to  a  notification  under  this  section  in 
determining  whether  to  issue  a  Notice  of 
Rebuttable  Presumption  Against 
Registration  under  §  162.23,  or  a 
Preliminary  Notice  of  Determination 
under  §  162.28,  as  appropriate. 

§  162.23  Notice  of  rebuttable  presumption 
against  registration. 

(a)  Except  as  provided  in  §  162.29,  the 
Administrator  shall  announce  his 
determination  that  an  RPAR  has  arisen 
with  respect  to  a  pesticide  use  in  a 
Notice  of  Rebuttable  Presumption 
Against  Registration  (“Notice  of 
RPAR”).  The  Notice  of  RPAR  shall  be 
published  in  the  Federal  Register,  and 
sent  by  certified  mail  to  each  registrant 
and  applicant  for  registration  of  the 
pesticide  use  or  uses  subject  to  the 
Notice  of  RPAR. 


(b)  The  Notice  of  RPAR  shall  include 
the  following: 

(1)  Identification  of  the  pesticide  use 
or  uses  as  to  which  an  RPAR  has  arisen; 

(2)  For  each  pesticide  use, 
identification  of  each  risk  criterion 
which  has  been  met; 

(3)  With  respect  to  each  risk  criterion 
which  has  been  met,  a  discussion  which 
satisfies  the  requirements  of  §  162.33  of 
the  Agency’s  reasons  for  so  concluding; 

(4)  The  name,  address  and  telephone 
number  of  the  Project  Manager  or  other 
person  within  the  Agency  who  should 
be  contacted  for  information  concerning 
the  RPAR: 

(5)  The  location  of  the  administrative 
records  for  the  RPAR  proceedings  (see 

§  162.34)  and  the  times  during  which  the 
administrative  records  will  be  available 
for  inspection  and  copying; 

(6)  An  invitation  to  all  registrants  and 
applicants  for  registration  of  pesticide 
uses  subject  to  a  Notice  of  RPAR,  and 
all  other  interested  persons,  to  submit 
information  relevant  to  determining 
whether  any  rebuttal  criterion  in 

§  162.25  has  been  satisfied; 

(7)  A  statement  that  proponents  of 
registration  of  pesticide  uses  subject  to  a 
Notice  of  RPAR  have  an  affirmative 
burden  of  proving  that  one  or  more  of 
the  rebuttal  criteria  have  been  satisfied, 
and  that  failure  to  satisfy  this  burden 
will  result  in  initiation  of  proceedings  to 
cancel  or  deny  registration,  or  modify 
the  terms  and  conditions  of  registration 
or  proposed  terms  and  conditions  of 
registration,  as  appropriate; 

(8)  The  deadline  for  submission  of 
rebuttal  information  and  the  date  on 
which  the  Agency  contemplates  that  it 
will  announce  its  preliminary 
deteminations  by  issuance  of  a 
Preliminary  Notice  of  Determination 
under  §  162.28.  In  selecting  these  dates, 
the  Agency  shall  take  into  consideration 
the  facts  unique  to  each  RPAR 
proceeding  which  are  relevent  to 
scheduling,  including  the  number  and 
complexity  of  the  issues  which  must  be 
addressed,  and  the  extent  to  which 
expeditious  conclusion  of  the  RPAR 
proceeding  is  in  the  public  interest. 

§  162.24  Supplemental  notice  of  RPAR. 

(a)  Subject  to  paragraph  (b),  if  the 
Administrator  determines  that  an 
additional  risk  criterion  has  been  met 
for  a  pesticide  use  after  the  publication 
of  a  Notice  of  RPAR  with  respect  to  that 
pesticide  use,  he  shall  prepare  a 
Supplemental  Notice  of  RPAR  with 
respect  to  the  additional  risk  criterion. 
The  Supplemental  Notice  of  RPAR  shall 
contain  the  information  specified  in 
§  162.23,  and  shall  be  published  and 
distributed  as  provided  in  §  162.23.  The 
Administrator  shall  afford  registrants, 
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applicants  for  registration  and  other 
interested  persons  sufficient  time  to 
submit  information  in  rebuttal  of  the 
additional  risk  criterion. 

(b)  If  the  Administrator  determines 
that  an  additional  risk  criterion  has 
been  met  for  a  pesticide  use  after 
publication  of  Notice  of  RPAR  with 
respect  to  that  pesticide  use,  he  may 
elect  not  to  publish  a  Supplemental 
Notice  of  RPAR  if  he  determines  it  is  in 
the  public  interest  not  to  do  so.  In  such 
situations,  the  Administrator  shall 
address  the  additional  risk  criterion  in 
the  Preliminay  Notice  ofDetermination. 
and  make  such  determinations  as  are 
appropriate  based  upon  information 
which  is  available  to  the  Agency.  The 
Administrator  shall  afford  registrants, 
applicants  for  registration  and  other 
interested  risk  criterion  addressed  in 
this  fashion,  by  providing  additional 
time  for  comment  on  the  Preliminary 
Notice  of  Determination. 

§  162.25  Criteria  for  rebuttal  of  an  RPAR. 

(a)  Registered  pesticide  uses. 
Registrants  and  other  interested  persons 
may  rebut  an  RPAR  with  respect  to  a 
registered  pesticide  use  by  sustaining 
the  affirmative  burden  of  proving  that 
one  of  the  following  rebuttal  criteria  has 
been  satisfed  for  each  risk  criterion 
which  has  been  met  by  the  pesticide 
use: 

(1)  The  determination  by  the  Agency 
that  the  pesticide  use  meets  the  risk 
criterion  was  in  error. 

(2)  When  used  in  accordance  with  its 
terms  and  conditions  of  registration  and 
with  widespread  and  commonly 
recognized  practice,  the  pesticide  use 
will  not  pose  any  significant  risk  to  man 
or  to  any  plant  or  animal  species  of 
concern  with  respect  to  any  adverse 
effect  caused  by  the  pesticide 
ingredient,  .degradation  product  or 
metabolite,  taking  into  account: 

(i)  Exposure  to  the  pesticide 
ingredient,  degradation  product  or 
metabolite  by  all  routes  of  exposure 
(including  exposure  resulting  from  the 
concentration,  persistence  or  accrual  of 
the  pesticide  ingredient,  degradation 
product  or  metabolite  in  man  or  the 
environment): 

(ii)  The  potency  of  the  pesticide 
ingredient,  degradation  product  or 
metabolite:  and 

(iii)  All  other  factors  relevant  to 
assessing  the  risks  posed  by  he  pesticide 
ingredient,  degradation  product,  or 
metabolite. 

(3)  The  risks  posed  by  the  pesticide 
use  are  not  unreasonable,  when  used  in 
accordance  with  its  terms  and 
conditions  of  registration  and  with 
widespread  and  commonly  recognized 
practice,  taking  into  account  the 


economic,  social  and  environmental 
costs  and  benefits  of  the  pesticide  use. 

In  order  to  establish  that  risks  are  not 
unreasonable  under  this  paragraph,  the 
registrant  or  other  interested  person 
must  prove: 

(i)  That  the  benefits  of  the  pesticide 
use  are  greater  than  the  risks  of  the 
pesticide  use;  and 

(ii)  That  the  risks  cannot  be  reduced, 
by  modifications  to  the  terms  and 
conditions  of  registration,  without  costs 
which  are  unreasonable  in  light  of  the 
risk  reductions  which  would  be 
achieved. 

(b)  Pesticide  uses  for  which 
applications  for  registration  are 
pending.  Applicants  for  registration  and 
other  interested  persons  may  rebut  an 
RPAR  with  respect  to  a  pesticide  use  for 
which  an  application  for  registration  is 
pending  by  sustaining  the  affirmative 
burden  of  proving  that  one  of  the 
following  rebuttal  criteria  has  been 
satisfied  for  each  risk  criterion  which 
has  been  met  by  the  pesticide  use: 

(1)  The  determination  by  the  Agency 
that  the  pesticide  use  meets  the  risk 
criterion  was  in  error. 

(2)  When  used  in  accordance  with  its 
proposed  terms  and  conditions  of 
registration  and  with  widespread  and 
commonly  recognized  practice,  the 
pesticide  use  will  not  pose  any 
significant  risk  to  man  or  to  any  plant  or 
animal  species  of  concern  with  respect 
to  any  adverse  effect  caused  by  the 
pesticide  ingredient,  degradation 
product  or  metabolite,  taking  into 
account: 

(i)  Exposure  to  the  pesticide 
ingredient,  degradation  product  or 
metabolite  by  all  routes  of  exposure 
(including  exposure  resulting  from  the 
concentration,  persistence  or  accrual  of 
the  pesticide  ingredient,  degradation 
product  or  metabolite  in  man  or  the 
environment): 

(ii)  The  potency  of  the  pesticide 
ingredient,  degradation  product  or 
metabolite;  and 

(iii)  All  other  factors  relevant  to 
assessing  the  risks  posed  by  the 
pesticide  ingredient,  degradation 
product,  or  metabolite. 

(3)  The  risks  posed  by  the  pesticide 
use  are  not  unreasonable,  when  used  in 
accordance  with  its  proposed  terms  and 
conditions  of  registration  and  with 
widespread  and  commonly  recognized 
practice,  taking  into  account  the 
economic,  social  and  environmental 
costs  and  benefits  of  the  pesticide  use. 
In  order  to  establish  tht  risks  are  not 
unreasonable  under  this  paragraph,  the 
applicant  for  registration  or  other 
interested  person  must  prove: 


(i)  That  the  benefits  of  the  pesticide 
use  are  greater  than  the  risks  of  the 
pesticide  use;  and 

(ii)  That  the  risks  cannot  be  reduced, 
by  modifications  to  the  proposed  terms 
and  conditions  of  registration,  without 
costs  which  are  unreasonable  in  light  of 
the  risk  reductions  which  would  be 
achieved. 

§  162.26  Agency  action  if  an  RPAR  is  not 
rebutted. 

(a)  Subject  to  paragraphs  (b)  and  (c) 
of  this  section,  if  the  Administrator 
determines  that  an  RPAR  with  respect  to 
a  pesticide  use  has  not  been  rebutted,  he 
shall  take  appropriate  action  to  cancel 
or  deny  unconditionally  the  registration 
of  the  pesticide  use. 

(b)  If  the  Administrator  determines 
that  an  RPAR  with  respect  to  a  pesticide 
use  has  not  been  rebuted,  and  also 
determines  that  specific  modifications  to 
the  terms  and  conditions  of  registration 
or  proposed  terms  and  conditions  of 
registration  of  the  pesticide  use  will 
remedy  the  unreasonable  adverse  effect 
problem  posed  by  the  pesticide  use,  he 
shall  take  appropriate  action  to 
implement  those  specific  modifications 
to  the  terms  and  conditions  of 
registration  or  proposed  terms  and 
conditions  of  registration. 

(c)  If  the  Administrator  determines 
that  an  RPAR  with  respect  to  a 
registered  pesticide  use  has  not  been 
rebutted,  and  also  determines  that  there 
is  factual  uncertainty  regarding  any 
issue  under  consideration  in  the  RPAR 
proceedings  (including,  but  not  limited 
to,  determinations  whether  rebuttal 
criteria  have  been  satisfied  or  whether 
modifications  to  the  terms  and 
conditions  of  registration  will  remedy  an 
unreasonable  adverse  effect  problem), 
he  shall  take  appropriate  action  to 
initiate  cancellation  or  change  in 
classification  proceedings  under  section 
6(b)(2)  of  the  Act,  if  he  finds  that: 

(1)  There  is  a  genuine  and  substantial 
factual  uncertainty  to  be  resolved; 

(2)  The  factual  uncertainty  may  not 
properly  be  resolved  on  the  basis  of 
official  notice  of  matters  within  the 
expert  knowledge  of  the  Agency; 

(3)  The  factual  uncertainty  is  capable 
of  being  resolved  or  substantially 
reduced  through  use  of  adjudicatory, 
trial-type  proceedings;  and 

(4)  Resolution  or  reduction  of  the 
factual  uncertainty  would  have  a 
significant  impact  on  the  final  regulatory 
action  taken  with  respect  to  the 
registered  pesticide  use. 

§  162.27  Informal  public  hearings. 

(a)  At  any  time  prior  to  the  issuance  of 
a  Preliminary  Notice  of  Determination 
under  §  162.28,  the  Administrator  may 
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conduct  an  informal  public  hearing  to 
gather  relevant  information  or  otherwise 
assist  Agency  decision-making. 

(b)  The  Administrator  shall  announce 
a  decision  to  hold  an  informal  public 
hearing  under  this  section  by  publishing 
a  notice  in  the  Federal  Register,  which 
shall  contain  the  following  information: 

(1)  The  time,  date,  and  place  of  the 
hearing; 

(2)  A  brief  description  of  the 
procedures  to  be  followed  in  the 
hearings,  including  the  procedures 
governed  participation  in  the  hearing  by 
registrants,  applicants  for  registration, 
and  other  interested  persons;  and 

(3)  A  statement  of  the  issues  to  be 
considered  at  the  hearing. 

(c)  A  verbatim  transcript  of  the 
hearing  shall  be  prepared,  which  shall 
become  part  of  the  administrative 
records  under  §  162.34. 

§  162.28  Preliminary  notice  of 
determination.  " 

(a)  The  Administrator  shall  announce 
his  determination  whether  or  not  an 
RPAR  has  been  rebutted  in  a 
Preliminary  Notice  of  Determination. 

The  Preliminary  Notice  of  Determination 
shall  be  published  in  the  Federal 
Register  and  sent  by  certified  mail  to 
each  registrant  and  applicant  for 
registration  of  the  pesticide  use  or  uses 
subject  to  the  Notice  of  RPAR. 

(b)  The  Preliminary  Notice  of 
Determination  shall  include  the 
following: 

(1)  With  respect  to  each  risk  criterion 
found  to  have  been  met  for  any  pesticide 
use,  a  determination  whether 
registrants,  applicants  for  registration  or 
other  interested  persons  have  rebutted 
the  RPAR  by  proving  that  any  of  the 
rebuttal  criteria  set  forth  in  §  162.25 
have  been  satisfied,  accompanied  by  a 
discussion  which  satisfies  the 
requirements  of  §  162.33  of  the  reasons 
for  the  determination. 

(2)  With  respect  to  each  pesticide  use 
for  which  a  determination  is  reached 
that  an  RPAR  has  not  been  rebutted,  a 
clear  statement  of  the  regulatory  action 
which  the  agency  intends  to  initiate  with 
respect  to  the  pesticide  use  in  question 
under  §  162.26,  accompanied  by  a 
discussion  which  satisfies  the 
requirements  of  §  162.33  of  the  reasons 
for  initiating  that  regulatory  action. 

(3)  With  respect  to  each  registered 
pesticide  use  for  which  the 
Administrator  announces  (i)  an 
intention  to  cancel  registration,  (ii)  an 
intention  to  cancel  registration  unless 
modifications  to  the  terms  and 
conditions  of  registration  are 
accomplished  in  accordance  with  the 
directions  of  the  Administrator,  (iii)  an 
intention  to  change  the  classifications 


from  general  use  to  restricted  use,  or  (iv) 
an  intention  to  hold  a  hearing  to 
determine  whether  or  not  its  registration 
should  be  cancelled  or  its  classification 
changed,  an  analysis  of  the  impact  of 
the  proposed  action  on  production  and 
prices  of  agricultural  commodities,  retail 
food  prices,  and  otherwise  on  the 
agricultural  economy. 

(4)  Notification  to  registrants, 
applicants  for  registration  and  other 
interested  persons: 

(i)  that  the  Preliminary  Notice  of 
Determination  will  be  referred  to  the 
Secretary  of  Agriculture  and  the 
Scientific  Advisory  Panel  for  review  and 
comment,  in  accordance  with  the  Act 
and  these  regulations; 

(ii)  that  comments  from  registrants, 
applicants  for  registration  and  other 
interested  persons  may  be  submitted, 
provided  that  they  are  submitted  in 
accordance  with  instructions  for 
submission  of  comments  included  in  the 
Preliminary  Notice  of  Determination; 

(iii)  that  the  Administrator  will 
consider  any  comments  from  the 
Scientific  Advisory  Panel,  the  Secretary 
of  Agriculture,  or  interested  members  of 
the  public  which  are  submitted  in 
accordance  with  the  requirements  of  the 
Act  and  the  instructions  of  the 
Administrator,  and  may  change  in  whole 
or  in  part  the  actions  announced  in  the 
Preliminary  Notice  of  Determination  in 
response  to  such  comments;  and 

(iv)  that  the  Administrator  will 
announce  his  response  to  such 
comments  in  a  Final  Notice  of 
Determination  under  §  162.31. 

(5)  Instructions  to  registrants, 
applicants  for  registration  and  other 
interested  persons  on  how  to  submit 
comments  (including  the  deadline  for 
submission  of  comments). 

(6)  The  location  of  the  administrative 
records  (see  §  162.34)  and  the  times 
during  which  the  administrative  records 
will  be  available  for  inspection  and 
copying. 

(7)  The  date  on  which  the  Agency 
contemplates  it  will  announce  its  final 
determinations  by  issuance  of  a  Final 
Notice  of  Determination  under  §  162.31. 
In  selecting  this  date,  the  Agency  shall 
take  into  consideration  all  relevant 
factors,  including  the  number  and 
complexity  of  issues  to  be  addressed, 
and  the  extent  to  which  expeditious 
conclusion  of  the  RPAR  proceeding  is  in 
the  public  interest. 

§  162.29  Alternative  procedure  for 
issuance  of  preliminary  notice  of 
determination. 

(a)  The  Administrator  may  issue  a 
Preliminary  Notice  of  Determination 
with  respect  to  a  pesticide  use,  without 


having  first  issued  a  Notice  of  RPAR,  if 
he  determines  that: 

(1)  One  or  more  risk  criteria  in 
§  162.21  have  been  met; 

(2)  The  information  upon  which  to 
base  a  Preliminary  Notice  of 
Determination  is  unlikely  to  be 
significantly  augmented  by  issuance  of  a 
Notice  of  RPAR  because: 

(i)  The  facts  relevant  to  assessing  the 
risks  and  (when  applicable)  the  benefits 
of  the  pesticide  use  are  generally 
known;  and 

(ii)  The  assessment  of  the  risks  and 
(when  applicable)  the  assessment  of  the 
benefits  of  the  pesticide  use  and  the 
balancing  of  risks  and  benefits  does  not 
require  resolution  of  significant  and 
novel  questions  of  policy;  and 

(3)  It  is  in  the  public  interest  to 
abbreviate  the  RPAR  process  by  issuing 
a  Preliminary  Notice  of  Determination 
without  first  having  issued  a  Notice  of 
RPAR. 

(b)  If  the  Administrator  determines  to 
issue  a  Preliminary  Notice  of 
Determination  without  first  having 
issued  a  Notice  of  RPAR,  he  shall 
announce  his  determinations  in  a 
Preliminary  Notice  of  Determination, 
which  shall  be  published  in  the  Federal 
Register  and  sent  by  certified  mail  to 
each  registrant  and  applicant  for 
registration  of  the  pesticide  use  or  uses 
subject  to  the  Preliminary  Notice  of 
Determination. 

(c)  The  Preliminary  Notice  of 
Determination  shall  include  the 
following: 

(1)  For  each  pesticide  use  subject  to  it, 
the  items  required  to  be  included  in  a 
Notice  of  RPAR  under  §  162.23(b)(1)— (5); 

(2)  For  each  pesticide  use  subject  to  it, 
the  items  required  to  be  included  in  a 
Preliminary  Notice  of  Determination 
under  §  162.28(b);  and 

(3)  The  Administrator’s  findings  under 
paragraph  (a). 

§  162.30  Review  of  preliminary  notice  of 
determination;  deadlines  for  comments. 

(a)  The  Administrator  shall  refer  any 
Preliminary  Notice  of  Determination  to 
the  Secretary  of  Agriculture  and  to  the 
Scientific  Advisory  Panel  for  review  and 
comment  and  shall  make  available  to 
them  the  Administrative  Record  for  the 
Preliminary  Notice  of  Determination, 
and  the  Working  Administrative  Record 
for  the  Final  Notice  of  Determination 
(see  §  162.34). 

(b)  The  Administrator  shall  establish 
deadlines  for  the  submission  of 
comments  by  the  Scientific  Advisory 
Panel  and  the  Secretary  of  Agriculture 
which  are  appropriate  under  the 
circumstances.  These  deadlines  shall  be 
later  than  the  deadline  for  submission  of 


52660 


Federal  Register  /  Vol.  45,  No.  154  /  Thursday.  August  7,  1980  /  Proposed  Rules 


public  comments  under  paragraph  (c), 
and  shall  not  be  less  than  30  days  from 
the  date  of  referral  of  the  Preliminary 
Notice  of  Determination  (unless  a 
shorter  deadline  has  been  agreed  upon). 
In  establishing  appropriate  deadlines, 
the  Administrator  shall  take  into 
account  such  factors  as: 

(1)  The  need  for  the  Sceintific 
Advisory  Panel  to  schedule  a  public 
meeting  under  the  Federal  Advisory 
Committee  Act,  and  to  provide 
reasonable  notice  of  the  time  of  the  • 
meeting  and  the  matters  to  be 
considered  in  the  meeting;  and 

(2)  The  need  for  ending  the  RPAR 
proceedings  expeditously. 

(c)  The  Administrator  shall  establish  a 
deadline  for  submission  of  public 
comments  which  is  appropriate  under 
the  circumstances,  taking  into  account 
such  matters  as: 

(1)  Other  opportunities  for  public 
comment  which  have  been  extended;  . 

(2)  Whether  §  162.24(b)  or  §  162.29  has 
been  utilized;  and 

(3)  The  need  for  ending  the  RPAR 
proceedings  expeditiously. 

§  162.31  Final  notice  of  determination. 

(a)  Subject  to  paragraph  (c),  the 
Administrator  shall  prepare  a  Final 
Notice  of  Determination  after  conclusion 
of  the  comment  periods  on  a  Preliminary 
Notice  of  Determination.  The  Final 
Notice  of  Determination  shall  be 
published  in  the  Federal  Register  and 
sent  by  certified  mail  to  registrants  and 
applicants  for  registration  of  pesticide 
uses  subject  to  the  Preliminary  Notice  of 
Determination. 

(b)  The  Final  Notice  of  Determination 
shall  include  the  following: 

(1)  For  each  pesticide  use  subject  to 
the  Preliminary  Notice  of  Determination, 
the  determinations  and  discussions  of 
reasons  required  by  §  162.28(b)(1)  and 
(2): 

(2)  Any  comments  submitted  by  the 
Secretary  of  Agriculture  or  the  Scientific 
Advisory  Panel  in  accordance  with  the 
Act  and  the  instructions  of  the 
Administrator,  and  the  responses  of  the 
Administrator  to  these  comments; 

(3)  The  reponse  of  the  Administrator 
to  any  significant  public  comments 
submitted  in  accordance  with  the 
instructions  of  the  Administrator;  and 

(4)  Instructions  to  registrants, 
applicants  for  registration,  and  other 
interested  persons  concerning  the 
procedures  which  will  be  used  to 
implement  any  regulatory  action  which 
the  Administrator  has  decided  upon, 
including  instructions  concerning  how  to 
request  hearings,  if  hearings  are 
available  as  of  right  under  the  Act.  or 
have  been  made  available  by  the 
Administrator  under  the  Act. 


(c)  The  Administrator  shall  issue  a 
revised  Preliminary  Notice  of 
Determination  with  respect  to  a 
pesticide  use  subject  to  an  RPAR. 
instead  of  a  Final  Notice  of 
Determination,  in  the  following 
circumstances: 

(1)  When  the  Administrator 
determines  to  withdraw  a  preliminary 
determination  under  §  162.28(b)(1)  that 
an  RPAR  has  been  rebutted  under 

§  162.25(a)(1),  (a)(2),  (b)(1)  or  (b)(2),  and 
to  substitute  a  determination  that  the 
RPAR  has  not  been  rebutted;  or 

(2)  When  the  Administrator 
determines  to  implement  a  regulatory 
action  different  from  the  regulatory 
action  proposed  in  the  Preliminary 
Notice  of  Determination,  and  the 
Administrator  further  determines  that 
the  regulatory  action  in  question  is  not 
within  the  range  of  regulatory  options 
discussed  in  the  Preliminary  Notice  of 
Determination,  or  otherwise  placed 
before  the  Secretary  of  Agriculture  and 
the  Scientific  Advisory  Panel. 

§  162.32  Voluntary  cancellation  and 
withdrawal  of  application. 

(a)  A  registrant  may  at  any  time 
petition  the  Administrator  to  voluntarily 
cancel  the  registration  of  a  pesticide  use. 
If  the  pesticide  use  is  subject  to  an 
RPAR  or  a  cancellation  proceeding,  or  is 
under  consideration  for  an  RPAR  or  a 
cancellation  proceeding,  the 
Administrator  may,  in  his  discretion, 
either  grant  or  deny  the  petition  for 
voluntary  cancellation  of  the  pesticide 
use. 

(b)  In  the  event  that  the  Administrator 
grants  a  petition  for  voluntary 
cancellation  of  a  pesticide  use,  he  may 
permit  the  sale,  distribution  or  other 
movement  in  commerce,  and/or  the  use 
of  pesticide  products  affected  by  the 
cancellation  action,  to  such  an  extent, 
under  such  conditions,  and  for  such  uses 
as  he  may  specify  if  he  determines  that 
such  sale,  distribution  or  other 
movement  in  commerce,  and/or  use  is 
not  inconsistent  with  the  purposes  of  the 
Act,  and  will  not  have  unreasonable 
adverse  effects  on  the  environment. 

(c)  An  applicant  for  registration  may 
at  any  time  petition  the  Administrator  to 
withdraw  an  application  for  registration 
of  a  pesticide  use.  If  the  pesticide  use  is 
subject  to  an  RPAR  or  a  denial 
proceeding,  or  is  under  consideration  for 
an  RPAR  or  a  denial  proceeding,  the 
Administrator  may,  in  his  discretion, 
either  grant  or  deny  the  petition  for 
withdrawal  of  the  application. 

§  162.33  General  standards  for  documents 
in  RPAR  proceedings. 

(a)  Each  Notice  of  RPAR, 
Supplemental  Notice  of  RPAR, 


Preliminary  Notice  of  Determination  and 
Final  Notice  of  Determination  shall 
contain  a  concise  and  organized 
discussion  of  the  relevant  and 
significant  issues  of  fact,  law  and  policy. 
Fox  each  such  issue,  the  discussion  shall 
fully  disclose  the  facts  and  other  matters 
pertaining  to  a  decision,  state  how  the 
issue  has  been  decided,  and  explain  the 
reasons  for  the  decision.  Citations  to 
necessary  supporting  materials  shall  be 
provided. 

(b)  Rebuttals  and  comments  submitted 
to  the  Agency  in  an  RPAR  proceeding 
shall  be  given  weight  to  the  extent  that 
they  satisfy  the  general  standards  of 
paragraph  (a)  of  this  section  for  RPAR 
decision  documents. 

§  162.34  Administrative  records. 

(a)  Contents  of  administrative 
records.  (1)  Notices  of  RPAR  and 
supplemental  notices  of  RPAR.  The 
Administrative  Record  for  a  Notice  of 
RPAR  and  a  Supplemental  Notice  of 
RPAR  shall  consist  of  the  following 
documents: 

(1)  The  Notice  of  RPAR  or 
Supplemental  Notice  of  RPAR  and  the 
documents  referred  to  in  that  notice; 

(ii)  Any  preliminary  notification  letter 
sent  to  a  registrant  or  applicant  for 
registration  under  §  162.22,  and  all 
documents  referred  to  in  the  letter; 

(iii)  Any  written  response  to  a 
preliminary  notification  letter  under 
§  162.22; 

(iv)  The  transcript  of  any  hearing  held 
under  §  162.27;  and 

(v)  Any  other  document  designated  by 
the  Administrator. 

(2)  Preliminary  notices  of 
determination.  The  Administrative 
Record  for  a  Preliminary  Notice  of 
Determination  shall  consist  of  the 
following  documents: 

(i)  The  Administrative  Record  for  the 
Notice  of  RPAR  or  Supplemental  Notice 
of  RPAR,  if  any; 

(ii)  The  Preliminary  Notice  of 
Determination,  and  the  documents 
referred  to  in  that  notice; 

(iii)  Each  written  response  to  the 
Notice  of  RPAR  or  Supplemental  Notice 
of  RPAR  submitted  in  accordance  with 
the  Act  and  the  instructions  of  the 
Administrator; 

(iv)  The  transcript  of  any  hearing  held 
under  §  162.27;  and 

(v)  Any  other  document  designated  by 
the  Administrator. 

(3)  Final  notices  of  determination.  The 
Administrative  Record  for  a  Final  Notice 
of  Determination  shall  consist  of  the 
following  documents: 

(i)  The  Administrative  Record  for  the 
Preliminary  Notice  of  Determination; 
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(ii)  The  Final  Notice  of  Determination, 
and  the  documents  referred  to  in  that 
notice; 

(iii)  Any  written  response  to  the 
Preliminary  Notice  of  Determination 
from  the  Secretary  of  Agriculture 
submitted  in  accordance  with  the  Act 
and  the  instructions  of  the 
Administrator; 

(iv)  Any  written  response  to  the 
Preliminary  Notice  of  Determination 
from  the  Scientific  Advisory  Panel 
submitted  in  accordance  with  the  Act 
and  the  instructions  of  the 
Administrator; 

(v)  The  transcript  of  any  meetings  of 
the  Scientific  Advisory  Panel  at  which 
the  Preliminary  Notice  of  Determination 
was  considered; 

(vi)  Any  other  written  response  to  the 
Preliminary  Notice  of  Determination 
submitted  in  accordance  with  the 
instructions  of  the  Administrator;  and 

(vii)  Any  other  document  designated 
by  the  Administrator. 

(b)  Working  administrative  records 
for  pending  decisions.  After  issuing  a 
Notice  of  RPAR,  a  Supplemental  Notice 
of  RPAR.  or  a  Preliminary  Notice  of 
Determination,  the  Administrator  shall 
maintain  a  Working  Administrative 
Record  for  the  next  RPAR  decision 
document.  The  Working  Administrative 
Record  shall  consist  of  the  following 
documents: 

(1)  Each  written  response  to  the 
preceding  RPAR  decision  document 
which  was  submitted  in  accordance 
with  the  Act  and  the  instructions  of  the 
Administrator; 

(2)  The  transcript  of  any  hearing  held 
under  §  162.27  after  the  issuance  of  the 
preceding  RPAR  decision  document; 

(3)  Any  document  designated  by  the 
Administrator  which  was  prepared  by 
Agency  staff  specifically  in  connection 
with  the  next  RPAR  decision  document; 
and 

(4)  Any  other  document  designated  by 
the  Administrator. 

(c)  Access  to  administrative  records 
and  working  administrative  records.  (1) 
Subject  to  paragraph  (c)(2), 
Administrative  Records  and  Working 
Administrative  Records  shall  be 
available  for  public  inspection  during 
the  normal  business  hours  of  the 
Agency,  at  a  place  or  places  designated 
by  the  Administrator. 

(2)  Information  contained  in 
Administrative  Records  and  Working 
Administrative  Records  which  is  a  trade 
secret  or  otherwise  subject  to  the 
provisions  of  §  10  of  the  Act  shall  not  be 
disclosed  to  the  public,  except  in  . 
accordance  with  Section  10  of  the  Act 
and  the  regulations  of  the  Agency 
implementing  that  section. 


(2)  It  is  proposed  to  amend  40  CFR 
Part  164  by  revising  the  Part  title  and 
revising  Subparts  A,  B,  and  C  and 
adding  Subpart  E  to  read  as  follows: 

PART  164— RULES  OF  PRACTICE 
GOVERNING  HEARINGS  UNDER 
SECTION  6  OF  THE  FEDERAL 
INSECTICIDE,  FUNGICIDE  AND 
RODENTICIDE  ACT 

Subpart  A— General 

Secs. 

164.1  Scope  and  applicability  of  this  part. 

164.2  Definitions. 

164.3  Burden  of  proof. 

164.4  Computation  of  time. 

164.5  Filing  and  service  of  submissions. 

164.6  Filing  and  service  by  mail. 

164.7  Motions. 

164.8  Subpoenas;  fees  of  witnesses. 

164.9  Official  transcript. 

164.10  Consolidation. 

164.11  Enforcement  of  Rules  of  Practice  and 
of  proper  standards  of  conduct. 

164.12  Separation  of  functions;  ex  parte 
communications. 

Supbart  B— Formal  Hearings  Under  Section 
6(b)  of  FIFRA 

Requests  for  a  Hearing 

164.20  Requests  for  a  formal  hearing 
following  a  Notice  of  Action. 

164.21  Consequences  of  failure  to  identify 
specific  pesticide  uses. 

164.22  Effect  of  requests  for  hearings  on  the 
status  of  registered  pesticide  uses. 

164.23  Requests  to  participate  in  a  Section 
6(b)(2)  hearing. 

164.24  Requests  for  alternative  form  of 
public  hearing. 

Commencement  of  a  Formal  Evidentiary 
Public  Hearing 

164.30  Beginning  of  a  hearing. 

164.31  Transfer  of  administrative  record. 

164.32  Notice  of  Hearing  after  a  Notice  of 
Action. 

164.33  Notice  of  Hearing  after  a  notice  of 
Section  6(b)(2)  hearing. 

164.34  Requests  to  intervene  in  a  hearing. 

164.35  Parties  and  appearances. 

164.36  Active  and  inactive  parties. 

Presiding  Officer 

164.40  Presiding  Officer. 

164.41  Commencement  of  functions. 

164.42  Authority  of  Presiding  Officer. 

164.43  Disqualification  of  Presiding  Officer. 

164.44  Unavailability  of  Presiding  Officer. 

Focussing  the  Issues 

164.50  Scheduling  Order. 

164.51  Requests  for  further  proceedings 
after  a  Notice  of  Action. 

164.52  Standards  for  introducing  additional 
evidence. 

164.53  Requests  for  cross-examination. 

164.54  Requests  for  referring  questions  to 
the  National  Academy  of  Sciences. 

164.55  Procedures  for  consideration  of 
requests  for  further  proceedings. 

Further  Proceedings 

164.60  Hearing  conference. 


164.61  Filing  of  direct  case  and  other 
information. 

164.62  Ruling  on  direct  case. 

164.63  Referral  to  the  National  Academy  of 
Sciences. 

164.64  Time  limits. 

164.65  Evidence. 

164.66  Summary  decision. 

164.67  Interlocutory  appeal. 

164.68  Briefs  and  argument. 

Record 

164.70  Availability  of  record. 

164.71  Correction  of  record. 

Initial  and  Final  Decisions 

164.80  Initial  decision. 

164.81  Appeal  from  or  review  of  initial 
decision. 

164.82  Decision  by  the  Administrator  on 
appeal  from  or  review  of  initial  decision. 

164.83  Reconsideration  and  stay  of  action. 

Judicial  Review 

164.90  Judicial  review  of  final  Agency 
action. 

Subpart  C— General  Rules  of  Practice  for 
Expedited  Hearings 

164.100  Notification. 

164.101  Request  for  expedited  hearing. 

164.102  Intervention. 

164.103  Time  limits. 

164.104  Presiding  Officer. 

164.105  Beginning  of  expedited  hearing. 

164.106  Hearing  conferences. 

164.107  Direct  testimony. 

164.108  Availability  of  record. 

164.109  Recommended  findings  and 
conclusions. 

164.110  Final  decision  and  order  of 
suspension. 

164.111  Emergency  order. 

164.112  Applicability  of  other  sections. 
***** 

Subpart  E— Implementation  of  Final 
Cancellations  and  Suspensions;  Disposition 
of  Existing  Stocks  of  Cancelled  Pesticides 

164.140  Notification  of  Cancellation. 

164.141  Petitions  concerning  existing  stocks 
of  pesticides  subject  to  final  cancellation 
action. 

164.142  Notification  of  Suspension. 

Appendix  A— Memorandum  of 
Understanding 

Authority:  Section  25  of  the  Federal 
Insecticide,  Fungicide  and  Rodenticide  Act, 
as  amended,  7  U.S.C.  §  136w. 

Subpart  A— General 

§  164.1  Scope  and  applicability  of  this 
part. 

Subpart  B  governs  formal  evidentiary 
public  hearings  under  the  Federal 
insecticide,  Fungicide  and  Rodenticide 
Act,  as  amended,  arising  out  of  refusals 
to  register,  cancellations  of  registrations, 
changes  in  classification,  and  Section 
6(b)(2)  hearings,  which  follow  RPAR 
review  under  Part  162.  It  does  not 
govern  formal  evidentiary  public 
hearings  arising  out  of  such  actions 
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which  do  not  follow  RPAR  review  under 
Part  162,  in  which  cases  the  applicable 
procedures  shall  be  specified  by  the 
Administrator  in  the  notices  initiating 
such  actions.  Subpart  C  governs  formal 
evidentiary  public  hearings  arising  out 
of  proposed  suspensions  of  registrations 
under  the  Act.  Subpart  D  governs 
proceedings  to  consider  applications  to 
modify  previous  cancellation  or 
suspension  orders.  Subpart  E  governs 
proceedings  to  determine  the  disposition 
of  existing  stocks  of  pesticide  products 
whose  registrations  have  been 
unconditionally  cancelled  or  suspended 
under  the  Act. 

§  164.2  Definitions. 

(а)  As  used  in  this  Part,  the  following 
terms  shall  have  the  following  meanings: 

(1)  “Act"  means  the  Federal 
Insecticide,  Fungicide,  and  Rodenficide 
Act,  as  amended. 

(2)  “Administrative  record"  means  the 
administrative  record  for  a  Final  Notice 
of  Determination  as  defined  in  §  162.34. 

(3)  “Administrator"  means  the 
Administrator  of  the  Environmental 
Protection  Agency,  or  any  officer  or 
employee  thereof  to  whom  authority  has 
been  delegated  to  act  for  the 
Administrator. 

(4)  "Adversely  affected"  means  a 
person  with  an  interest  in  preventing  the 
implementation  of  a  proposed 
cancellation  or  change  in  classification 
action  on  the  ground  that  the  action  is 
not  necessary  to  remedy  unreasonable 
adverse  effects  on  the  environment. 

(5)  "Agency"  means  the 
Environmental  Protection  Agency. 

(б)  "Agency  trial  staff’  means  the 
Agency  trial  staff  designated  under 
§  164.12. 

(7)  "Conditionally  cancel"  or 
“conditionally  deny"  means  to  cancel  or 
deny  unless  specific  modifications  to  the 
terms  and  conditions  of  registration  of 
the  proposed  terms  and  conditions  of 
registration  are  accomplished. 

(8)  "Hearing  Clerk"  means  the 
Hearing  Clerk,  Environmental  Protection 
Agency,  Washington,  D.C.  20460. 

(9)  “Judicial  officer"  means  a  judicial 
officer  designated  as  follows: 

(i)  The  Administrator  may  designate 
one  or  more  judicial  officers,  one  of 
whom  may  be  Chief  Judicial  Officer.  As 
work  requires,  a  judicial  officer  may  be 
designated  to  act  for  purposes  of  a 
particular  case.  All  prior  designations  of 
judicial  officers  shall  stay  in  force  until 
further  notice. 

(ii)  A  judicial  officer  shall  be  a 
permanent  or  temporary  employee  or 
officer  of  the  Agency  who  may  perform 
other  duties  for  the  Agency.  In  any  case 
in  which  he  serves  as  judicial  officer, 
such  person  shall  not  have  performed 


investigative  or  prosecutorial  functions 
for  the  Agency  in  that  or  a  factually 
related  case. 

'  (10)  “Notice  of  section  6(b)(2)  hearing" 
means  notice  of  intent  to  hold  a  hearing 
under  section  6(b)(2)  of  the  Act  to 
determine  whether  or  not  the 
registration  of  a  pesticide  use  should  be 
cancelled  or  its  classification  changed. 

(11)  “Notice  of  Action"  means  a  notice 
of  intent  to  cancel  the  registration  or  to 
change  the  classification  of  a  pesticide 
use  or  uses,  or  a  notice  of  intent  to  deny 
registration  of  a  pesticide  use  or  uses. 

(12)  "Party”  means  a  party  to  a  formal 
evidentiary  public  hearing  under 
Subpart  B  or  Subpart  C. 

(13)  “Person”  means  an  individual, 
partnership,  association,  corporation, 
state  or  federal  agency,  or  any  organized 
group  or  persons  whether  incorporated 
or  not. 

(14)  "Pesticide  use"  means  a  use  of  a 
pesticide  (described  in  terms  of  the 
target  pest,  the  application  site,  and 
other  applicable  identifying  factors) 
which  is  included  in  the  labeling  of  a 
pesticide  product  which  is  registered,  or 
for  which  an  application  for  registration 
is  pending,  and  the  terms  and  conditions 
of  registration  or  the  proposed  terms 
and  conditions  of  registration  for  the 
use. 

(15)  “Presiding  Officer"  has  the 
meaning  in  Subpart  B  given  in  §  164.40, 
and  the  meaning  in  Subpart  C  given  in 
§  164.104. 

(16)  “RPAR"  means  rebuttable 
presumption  against  registration.  (See 
§162.20  et  seg.) 

(17)  ’Terms  and  conditions  of 
registration”  means  the  terms  and 
conditions  governing  lawful  sale, 
distribution  and  use  which  were 
approved  in  conjunction  with 
registration,  including  the  approved 
labeling,  the  use  classification,  the 
composition  and  the  packaging. 

(b)  Words  in  the  singular  form  shall 
be  deemed  to  include  the  plural,  words 
in  the  masculine  form  shall  be  deemed 
to  include  the  feminine,  and  vice  versa, 
as  the  context  may  require. 

(c)  Terms  defined  in  the  Act  and  not 
explicitly  defined  herein  are  used  with 
the  meanings  given  in  the  Act. 

§  164.3  Burden  of  proof. 

At  all  stages  of  proceedings  under  this 
Part  164,  the  ultimate  burden  of 
persuasion  shall  rest  with  the 
proponent(s)  of  registration  of  a 
pesticide, use.  The  burden  of  producing 
evidence  shall  be  specified  in  the 
Conference  Report  and  Order  issued 
under  §  164.60. 


§  164.4  Computation  of  time. 

(a)  In  computing  the  expiration  of  any 
deadline  prescribed  or  allowed  by  these 
rules,  the  day  of  the  act,  event,  or 
default  from  which  the  deadline  begins 
to  run  shall  not  be  included.  Saturdays, 
Sundays,  and  legal  holidays  shall  be 
included  in  computing  the  running  of  the 
deadline,  except  that  when  the  deadline 
expires  on  a  Saturday,  Sunday,  or  legal 
holiday,  the  deadline  shall  be  extended 
to  include  the  next  following  business 
day. 

(b)  Subject  to  the  limitations  of 

§  164.64,  any  deadline  established  by 
the  Presiding  Officer  in  the  course  of  a 
formal  evidentiary  public  hearing,  and 
deadlines  for  responses  to  motions 
under  §  164.7,  may  be  extended  by  the 
Presiding  Officer  on  motion  for  good 
cause  shown,  which  motion  may  be 
made  ex  parte  if  made  before  the 
expiration  of  the  deadline.  Any  other 
deadline  established  by  or  under  this 
Part  may  be  extended  by  the 
Administrator  upon  application  in 
writing  for  good  cause, shown. 

(c)  The  statutory  deadlines 
established  by  the  Act  cannot  be 
extended  by  the  Presiding  Office  or  the 
Administrator  under  any  circumstances. 

§  164.5  Filing  and  service  of  submissions. 

(a)  All  submissions,  including 
pleadings,  relating  to  a  formal 
evidentiary  public  hearing  shall  be  filed 
with  the  Hearing  Clerk. 

(b)  A  copy  of  each  such  submission 
other  than  papers  commencing  a 
proceeding  shall  be  served  by  the 
person  making  the  submission  upon 
each  other  active  party  to  the 
proceeding,  and,  when  appropriate,  on 
parties  who  have  elected  limited 
participation. 

(c)  Service  under  this  section  shall  be 
accomplished  by  mailing  or  personal 
delivery. 

(d)  All  submissions  under  this  section 
shall  be  accompanied  by  a  signed 
certification  stating  the  extent  to  which 
the  submission  has  been  served  on  each 
active  party. 

(e)  Each  document  filed,  other  than 
papers  commencing  a  proceeding,  shall 
contain  the  FIFRA  docket  number  of  the 
proceeding. 

(f)  In  addition  to  copies  served  on  all 
other  active  parties,  each  party  shall  file 
an  original  and  two  copies  of  all 
documents  with  the  Hearing  Clerk. 

(g)  Inactive  parties  need  not  be  served 
with  any  documents  other  than  briefs. 
Parties  with  limited  participation  need 
only  be  served  with  documents  which 
relate  to  the  area  of  their  participation. 
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§  164.6  Filing  and  service  by  mail. 

(a)  Whenever  a  party  has  the  right  or 
is  required  to  do  some  act  within  a 
prescribed  period  of  time  after  the 
service  of  a  notice  or  other  document 
upon  him,  and  the  notice  or  other 
document  is  served  upon  him  by  mail,  3 
days  shall  be  added  to  the  prescribed 
period;  provided,  that  such  additional 
time  after  service  by  mail  shall  not 
apply  in  the  case  of  filing  initial  requests 
for  hearings,  in  which  cases  the  date  of 
receipt  of  the  Notice  of  Action  shall  be 
controlling. 

(b)  If  filing  is  accomplished  by  mail 
addressed  to  the  Hearing  Clerk,  filing 
shall  be  deemed  timely  if  the  papers  are 
post-marked  on  the  due  date;  provided. 
that  this  paragraph  shall  not  apply  to 
filings  requesting  a  formal  evidentiary 
public  hearing  under  §  164.20,  filings 
requesting  participation  in  section 
6(b)(2)  hearings  under  §  164.23,  filings 
requesting  intervention  in  hearings 
under  §  164.34,  and  filings  requesting 
and  expedited  hearing  under  §  164.101, 
which  filings  shall  be  timely  only  if  they 
are  received  by  the  Hearing  Clerk  on  or 
before  the  due  date. 

§  164.7  Motions. 

(a)  Any  party  may  make  a  motion  to 
the  Presiding  Officer  with  respect  to  any 
matter  relating  to  the  hearing.  All 
motions  shall  be  in  writing  except 
motions  made  in  the  course  of  an  oral 
hearing  before  the  Presiding  Officer  and 
ex  parte  motions  for  extensions  of  time 
under  §  164.4. 

(b)  Within  10  days  after  service  of  any 
such  motion,  which  may  be  shortened  or 
extended  by  the  Presiding  Officer  for 
good  cause  shown,  any  party  to  the 
hearing  may  file  a  response  to  the 
motion. 

§  164.8  Subpoenas;  fees  of  witnesses. 

(a)  In  proceedings  under  Subpart  B. 
the  attendance  of  witnesses  or  the 
production  of  documentary  evidence 
may,  by  subpoena,  be  required  at  any 
designated  place  of  hearing.  Subpoenas 
may  be  issued  by  the  Presiding  Officer 
upon  his  own  initiative  or  upon  a 
showing  by  a  party  that  the  attendance 
of  the  witness  or  the  documentary 
evidence  sought  for  hearing  is  relevant 
and  material  to  the  issues  involved  in 
the  hearing.  No  subpoena  shall  be 
issued  unless  the  person  to  whom  it  will 
be  directed  is  first  given  an  opportunity 
to  contest  the  propriety  or  scope  of  the 
subpoena  before  the  Presiding  Officer. 
The  Presiding  Officer  shall  be  guided  by 
the  principles  of  the  Federal  Rules  of 
Civil  Procedure  in  making  any  order  for 
the  protection  of  a  witness  or  the 
contents  of  the  documents  produced. 


(b)  Subpoenas  for  the  production  of 
documentary  evidence,  unless  issued  by 
the  Presiding  Officer  upon  his  own 
initiative,  shall  be  issued  only  upon  a 
written  motion.  Such  motion  shall 
specify,  as  exactly  as  possible,  the 
documents  desired. 

(c)  Subpoenas  shall  be  served  as 
provided  by  the  Federal  Rules  of  Civil 
Procedure. 

(d)  Witnesses  summoned  before  the 
Presiding  Officer  shall  be  paid  the  same 
fees  and  mileage  that  are  paid  witnesses 
in  the  courts  of  the  United  States.  Fees 
shall  be  paid  by  the  party  at  whose 
instance  the  witness  is  summoned. 

§  164.9  Official  transcript. 

(a)  Any  oral  testimony  given  at  a 
formal  evidentiary  public  hearing  shall 
be  reported  verbatim.  The  Presiding 
Officer  shall  make  provision  for  a 
stenographic  record  of  the  testimony 
and  for  at  least  three  copies  of  the 
transcript. 

(b)  One  copy  of  such  transcript  shall 
be  placed  on  public  display  in  the  Office 
of  the  Hearing  Clerk  upon  receipt,  where 
it  may  be  reviewed  by  any  interested 
person. 

(c)  Any  person  desiring  a  copy  of  the 
transcript  of  the  testimony  taken  at  the 
hearing  or  of  any  part  thereof  shall  be 
entitled  to  the  same  upon  application  to 
the  official  reporter  and  payment  of  the 
costs  thereof. 

§  164.10  Consolidation. 

The  Chief  Administrative  Law  )udge, 
by  motion  or  on  his  own  initiative,  may 
consolidate  two  or  more  proceedings 
whenever  it  appears  that  this  will 
expedite  or  simplify  consideration  of  the 
issues.  Consolidation  shall  not  affect  the 
right  of  any  party  to  raise  issues  that 
could  have  been  raised  if  consolidation 
had  not  occurred. 

9  164.1 1  Enforcement  of  Rules  of  Practice 
and  of  proper  standards  of  conduct. 

(a)  The  Presiding  Officer  may  either 
bar  any  party  from  further  participation 
in  the  hearing,  or  render  a  decision 
against  a  party  on  some  or  all  of  the 
issues  involved,  for 

(1)  Failure  to  file  the  material  required 
by  §  164.61  in  the  form  required  by  that 
section;  or 

(2)  Failure  to  comply  with  the 
Conference  Report  and  Order,  or  with 
any  procedural  order  made  during  the 
hearing. 

(b)  The  Presiding  Officer  may  bar  any 
individual  appearing  as  counsel  or  in  a 
representative  capacity  for  a  party  from 
further  participation  in  the  hearing  for 
disrespectful,  disorderly  or 
contumacious  language  or  conduct, 
continued  use  of  dilatory  tactics,  or 


refusal  to  adhere  to  reasonable 
standards  of  orderly  and  ethical 
conduct. 

(c)  Interlocutory  review  of  any 
decision  rendered  against  a  party  on  the 
merits  under  paragraph  (a)  of  this 
section  shall  be  available  within  10  days 
of  the  decision.  Interlocutory  review  of  a 
bar  on  further  participation  issued  under 
paragraph  (b)  of  this  section  shall  be 
available  only  as  specified  in  1 164.67. 

§  164.12  Separation  of  functions;  ex  parte 
communications. 

(a)  No  later  than  the  date  of  issuance 
of  a  Notice  of  Hearing  under  §  164.32  or 
§  164.33,  the  Administrator  shall 
designate: 

(1)  The  Agency  employees  who  will 
be  available  to  serve  on  or  assist  an 
advisory  panel  under  §  164.55;  and 

(2)  The  Agency  employees  who  will 
be  available  to  perform  investigative  or 
prosecuting  functions  for  the  Agency  in 
that  hearing.  An  Agency  trial  staff  shall 
promptly  be  designated  from  among 
such  employees. 

(b)  No  agency  employee  may  be 
named  or  serve  in  both  capacities 
described  in  paragraphs  (a)(1)  and  (a)(2) 
of  this  section. 

(c)  Upon  issuance  of  a  Notice  of 
Hearing,  no  person  designated  under 
paragraph  (a)(2)  of  this  section  and  no 
subordinate  of  such  a  person  shall 
participate  or  advise  in  any  decision 
arising  out  of  issuance  of  that  Notice  of 
Hearing  except  as  witness  or  counsel  in 
public  proceedings,  all  employees  of  the 
Agency  (including  all  panel  members 
named  under  $  164.55)  other  than 
persons  designated  under  paragraph 
(a)(2)  of  this  section,  and  persons 
subordinate  to  persons  so  designated, 
shall  be  available  to  advise  the 
Administrator  on  any  of  his  functions 
relating  to  the  hearing  and  final 
decision. 

(d)  Between  the  date  of  issuance  of  a 
Notice  of  Hearing  and  the  date  of  the 
Administrator’s  final  decision, 
communication  with  respect  to  the 
matters  involved  in  the  hearing  shall  be 
restricted  as  follows: 

(1)  No  person  designated  under 
paragraph  (a)(2)  of  this  section,  no 
subordinate  of  such  a  person,  and  no 
person  outside  the  agency  shall  have 
any  ex  parte  communication,  orally  or  in 
writing,  with  the  Presiding  Officer,  the 
Judicial  Officer,  the  Administrator,  or 
any  person  who  may  reasonably  be 
expected  to  advise  the  Administrator, 
with  respect  to  the  merit  of  the 
proceeding.  The  only  such 
communications  with  such  persons  shall 
be  public  communication,  as  witness  or 
counsel,  in  accordance  with  the 
applicable  provisions  of  this  Part. 
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(2)  Any  written  communications  in 
violation  of  this  section  shall 
immediately  be  filed  with  the  Hearing 
Clerk  and  served  on  the  parties,  who 
may  then  file  responses  within  the  time 
permitted  for  responses  to  motions 
under  §  164.7.  ■ 

(3)  Any  oral  communication  in 
violation  of  this  section  shall  * 
immediately  be  recorded  in  a 
memorandum  and  filed  with  the  Hearing 
Clerk  as  a  part  of  the  hearing  record. 

Any  person,  including  any 
representative  of  any  party  to  a  hearing, 
who  is  involved  in  any  such  oral 
communication  shall  be  made  available 
for  formal  cross-examination  in  the 
hearing  with  respect  to  the  substance  of 
that  conversation.  Rebuttal  testimony 
pertinent  to  any  such  oral 
communication  shall  be  permitted.  Any 
cross-examination  and  rebuttal 
testimony  shall  be  transribed  and  filed 
as  part  of  the  hearing  record. 

Subpart  B— Formal  Hearings  Under 
Section  6(b)  of  FIFRA  Requests  for  a 
Hearing 

§  164.20  Requests  for  a  formal  hearing 
following  a  Notice  of  Action. 

(a)  The  following  persons  may  request 
a  formal  evidentiary  public  hearing 
following  a  Notice  of  Action  issued 
under  Part  162: 

(1)  In  the  case  of  a  notice  of  intent  to 
cancel,  the  registrant  or  other  person 
adversely  affected  by  the  notice: 

(2)  In  the  case  of  a  notice  of  intent  to 
change  classification,  the  registrant  or 
other  interested  person  with  the 
concurrence  of  the  registrant: 

(3)  In  the  case  of  a  notice  of  intent  to 
deny  registration,  the  applicant  or  other 
interested  person  with  the  concurrence 
of  the  applicant. 

(b)  Any  such  request  shall  be 
submitted  to  the  Hearing  Clerk  and  shall 
be  deemed  timely  if  it  is  received  on  or 
before  the  30th  day  after  publication  of 
the  Notice  of  Action  in  the  Federal 
Register  (or,  in  the  case  of  a  registrant  or 
applicant,  the  30th  day  after  receipt  of 
the  Notice  of  Action,  if  that  occurs 
later). 

(c)  Such  requests  shall  specifically 
identify: 

(1)  The  identity  and  interest  of  the 
person  requesting  the  hearing; 

(2)  The  registration  number(s)  or 
application  file  symbol(s)  of  the 
pesticide  product(s)  as  to  which  a 
hearing  is  requested;  and 

(3)  Each  specific  pesticide  use  of  the 
pesticide  product(s)  identified  under 
paragraph  (c)(2)  of  this  section  as  to 
which  a  hearing  is  requested.  Each  such 
pesticide  use  must  be  described  in  such 
a  manner  as  to  sufficiently  identify  its 


characteristics,  and  to  comply  with  any 
requirements  concerning  specification  of 
pesticide  uses  contained  in  the  Notice  of 
Action. 

§  164.21  Consequences  of  failure  to 
identify  specific  pesticide  uses. 

(a)  Any  request  under  §  164.20  which 
does  not  specifically  identify  a 
registration  number  or  application  file 
symbol  and  a  particular  pesticide  use 
(or  uses)  of  each  identified  registration 
number  or  application  file  symbol  shall 
be  denied. 

(b)  Any  pesticide  use  subject  to  a 
Notice  of  Action  which  is  not 
specifically  identified  in  one  or  more 
timely  requests  for  a  hearing  under 

§  164.20  (or  as  to  which  an  application 
for  amended  registration  or  an  amended 
application  for  registration  is  not  timely 
submitted  under  1  164.22)  shall  be 
deemed  to  have  been  cancelled  or 
denied  or  its  classification  changed  by 
operation  of  law  at  the  expiration  of  the 
applicable  statutory  30-day  period. 

(c)  Any  cancellation  or  denial  or 
change  in  classification  of  a  pesticide 
use  shall  not  of  itself  affect  the  status  of 
other  pesticide  uses  with  the  same 
registration  number  or  application  file 
symbol. 

§  164.22  Effect  of  requests  for  hearings 
on  the  status  of  registered  pesticide  uses. 

(a)  Any  registered  pesticide  use 
subject  to  a  Notice  of  Action  as  to  which 
a  timely  request  for  a  hearing  is  filed  in 
accordance  with  §  164.20  shall  remain 
registered  with  its  existing  classification 
unless  the  Administrator: 

(1)  Issues  a  final  order  cancelling  the 
registration  or  changing  the 
classification  of  such  pesticide  use 
pursuant  to  these  Rules,  or 

(2)  Grants  a  petition  for  voluntary 
cancellation  of  such  pesticide  use. 

(b)  The  following  rules  apply  to 
pesticide  uses  which  have  been 
conditionally  cancelled  (or  conditionally 
denied)  in  a  Notice  of  Action: 

(1)  A  conditionally  cancelled  (or 
conditionally  denied)  pesticide  use  shall 
be  deemed  to  have  been  cancelled  (or 
denied)  by  operation  of  law  at  the 
expiration  of  the  applicable  statutory  30- 
day  period  unless  within  that  time 
either: 

(1)  The  registrant  (or  applicant)  makes 
the  necessary  corrections  in  accordance 
with  paragraph  (b)(2)  of  this  section;  or 

(ii)  A  request  for  a  hearing  is  made  in 
accordance  with  the  requirements  of 
this  Part  by  a  person  specified  in 
§  164.20(a)(1)  (or  §  164.20(a)(3)). 

(2)  The  registrant  (or  applicant)  shall 
be  deemed  to  have  made  the  necessary 
corrections  if  it  submits  an  application 
for  amended  registration  (or  an 


amended  application  for  registration) 
which  if  granted  would  accomplish  the 
modifications  to  the  terms  and 
conditions  of  registration  (or  proposed 
terms  and  conditions  of  registration) 
directed  by  the  Administrator  in  the 
Notice  of  Action. 

(3)  In  the  event  that  the  conditions  of 
paragraphs  (b)(l)(i)  and  (b)(l)(ii)  of  this 
section  are  both  satisfied,  the 
application  for  amended  registration  (or 
amended  application  for  registration) 
submitted  under  paragraph  (b)(2)  of  this 
section  shall  not  be  acted  upon  until  the 
conclusion  of  the  hearing. 

§  164.23  Requests  to  participate  in  a 
section  6(b)(2)  hearing. 

(a)  Any  interested  person  may  request 
to  participate  in  a  section  6(b)(2) 
hearing. 

(b)  Any  such  request  shall  be 
submitted  to  the  Hearing  Clerk  and  shall 
be  accepted  for  filing  if  it  is  received  on 
or  before  the  30th  day  after  the 
publication  of  the  notice  of  section 
6(b)(2)  hearing  in  the  Federal  Register. 

(c)  Such  requests  shall  set  forth  the 
identity  and  interest  of  the  person  and, 
with  respect  to  each  issue  specified  by 
the  Administrator  in  the  notice  of 
section  6(b)(2)  hearing,  an  exposition  of 
the  person’s  position  on  the  factual, 
legal,  and  policy  questions  alleged  to  be 
involved,  together  with  a  designation  of 
the  factual  areas  to  be  explored  and  the 
hearing  time  estimated  to  be  necessary 
for  that  exploration. 

§  164.24  Requests  for  alternative  form  of 
public  hearing. 

(a)  A  person  who  has  the  right  to 
request  a  formal  evidentiary  public 
hearing  under  this  Subpart  B  may  waive 
that  opportunity  and  in  lieu  thereof 
request  one  of  the  following  alternative 
forms  of  public  hearing: 

(1)  A  hearing  before  a  panel  of 
Agency  employees  under  the  same 
procedures  used  to  implement  section  6 
of  the  Toxic  Substances  Control  Act. 
(These  procedures  are  detailed  at  40 
CFR  Part  750.) 

(2)  A  hearing  not  to  exceed  one  day  in 
length  before  the  Administrator 
personally  to  consider  certain 
designated  issues. 

(3)  A  hearing  before  a  panel  of  non- 
Agency  employees  acceptable  both  to 
the  Agency  and  to  the  persons 
requesting  the  hearing,  using  such 
procedures  as  the  panel  may  designate. 

(b)  Any  such  request  shall  be: 

(1)  Submitted  in  writing  to  the  Hearing 
Clerk  at  any  time  prior  to  publication  of 
the  Scheduling  Order  under  §  164.51, 
and 
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(2)(i)  In  lieu  of  a  request  for  a  formal 
evidentiary  public  hearing  under  this 
Subpart  B;  or 

(ii)  If  submitted  after  or  with  a  request 
for  a  formal  evidentiary  public  hearing 
under  this  Subpart  B,  in  the  form  of  a 
waiver  of  the  right  to  such  a  hearing 
conditioned  upon  acceptance  of  the 
request  for  an  alternative  form  of  public 
hearing.  Upon  acceptance  by  the 
Adminstrator,  such  a  waiver  becomes 
binding  and  can  thereafter  be 
withdrawn  only  by  waiving  the  right  to 
any  form  of  a  hearing  unless  the 
Administrator  for  good  cause 
determines  otherwise. 

(c)  Where  more  than  one  person  who 
has  the  right  to  request  a  formal 
evidentiary  public  hearing  has  done  so 
under  §  164.20,  an  alternative  form  of 
hearing  may  be  used  only  if  all  such 
persons  concur  and  waive  their  right  to 
a  formal  evidentiary  public  hearing 
under  this  Subpart  B.  It  shall  not  be 
necessary  to  obtain  the  concurrence  or 
waiver  of  any  other  person,  including 
persons  who  have  intervened  or  moved 
to  intervene  under  §  164.34. 

(d)  The  Administrator  shall  determine 
whether  an  alternative  form  of  public 
hearing  shall  be  used,  and  if  so,  which 
alternative  will  be  acceptable  to  him, 
after  considering  the  requests  submitted 
and  the  appropriateness  of  the 
alternative  forms  of  public  hearing  for 
the  resolution  of  the  issues  raised  in  the 
objections.  A  determination  by  the 
Administrator  that  an  alternative  form 
of  public  hearing  is  acceptable  becomes 
binding  upon  him  unless  for  good  cause 
he  determines  otherwise. 

(e)  The  Administrator  shall  publish  in 
the  Federal  Register  a  Notice  of  Hearing 
announcing  an  alternative  form  of  public 
hearing  under  this  section,  setting  forth 
the  following  information: 

(1)  A  statement  of  the  provisions  of 
the  Notice  of  Action  which  are  the 
subject  of  the  alternative  form  of  public 
hearing: 

(2)  The  time,  date,  and  place  of  the 
hearing,  or  a  statement  that  such 
information  will  be  published  in  a 
subsequent  Federal  Register  notice: 

(3)  The  names  of  the  parties  to  the 
alternative  form  of  public  hearing; 

(4)  The  time  within  which  requests  to 
intervene  must  be  filed; 

(5)  A  statement  that  final  Agency 
action  with  respect  to  registration  for 
any  pesticide  use(s)  for  which  an 
alternative  form  of  public  hearing  has 
been  granted  will  be  stayed  pending  the 
completion  of  the  hearing; 

(6)  A  brief  description  of  the  type  of 
hearing  granted  and  the  procedures  to 
be  followed; 

(7)  A  statement  of  the  issues  to  be 
considered  at  the  alternative  form  of 


public  hearing.  The  statement  of  the 
issues  determines  the  scope  of  the 
public  hearing;  and 

(8)  A  schedule  for  the  hearing  up  to 
and  including  issuance  of  the  initial 
decision  or  a  statement  that  such 
information  will  be  published  in  a 
subsequent  Federal  Register  notice. 

(f)  Any  initial  decision  issued  after  a 
hearing  held  under  this  section  shall  be 
based  on  a  record  which  shall  consist  of: 

(1)  The  adminstrative  record; 

(2)  The  request(s)  for  an  alternative 
form  of  public  hearing  submitted  under 
this  section  and  all  related  documents; 

(3)  The  Federal  Register  notice  under 
paragraph  (e)  ruling  on  such  request(s); 
and 

(4)  The  transcript  of  the  hearing  and 
any  exhibits  admitted  as  part  of  the 
hearing  record. 

Commencement  of  a  Formal  Evidentiary 
Public  Hearing 

§  164.30  Beginning  of  a  hearing. 

A  formal  evidentiary  public  hearing 
begins  with  the  publication  of  a  Notice 
of  Hearing  in  the  Federal  Register. 

§  164.31  Transfer  of  adminstrative  record. 

Prior  to  the  publication  in  the  Federal 
Register  of  any  Notice  of  Hearing  under 
§  164.32  or  §  164.33,  the  administrative 
record  on  which  that  notice  was  based 
shall  be  transferred  to  the  Hearing 
Clerk.  This  record  shall  automatically  be 
entered  in  evidence  at  the  hearing. 

§  164.32  Notice  of  Hearing  after  a  Notice 
of  Action. 

(a)  If  one  or  more  hearing  requests  are 
received  from  persons  specified  in 

§  164.20(a),  the  Chief  Administrative 
Law  Judge  shall  issue  and  publish  in  the 
Federal  Register  a  Notice  of  Hearing. 

(b)  Any  issue  as  to  whether  a  hearing 
request  was  timely  or  whether  it 
complied  with  the  requirements  of 

§  164.20,  shall  be  decided  by  the 
Presiding  Officer  before  he  conducts  any 
other  proceedings  under  this  Part. 

(c)  The  Notice  of  Hearing  shall 
contain: 

(1)  The  designation  of  the  Presiding 
Officer  to  conduct  the  hearing  or  a 
statement  that  the  Presiding  Officer  will 
be  designated  in  a  subsequent  notice; 

(2)  The  time  within  which  requests  to 
intervene  must  be  filed;  and 

(3)  A  statement  that  no  final  order  will 
be  issued  cancelling  or  denying 
registration  or  changing  the 
classification  of  any  pesticide  use  as  to 
which  a  formal  evidentiary  public 
hearing  has  been  convened  until  that 
hearing  is  concluded  (or  until  a  petition 
for  voluntary  cancellation  or  withdrawal 
of  application  is  granted  by  the 
Administrator). 


§  164.33  Notice  of  Hearing  after  a  notice 
of  section  6(b)(2)  hearing. 

(a)  After  the  time  for  requesting 
participation  in  a  section  6(b)(2)  hearing 
under  §  164.23  has  expired,  the  Chief 
Administrative  Law  Judge  shall  issue 
and  publish  in  the  Federal  Register  a 
Notice  of  Hearing. 

(b)  The  Notice  of  Hearing  shall 
contain: 

(1)  A  reiteration  of  the  issues  which 
the  Administrator  determined  would  be 
explored  in  the  hearing; 

(2)  A  list  of  each  person  who 
responded  to  the  notice  of  section 
6(b)(2)  hearing  and  a  statement  of  his 
position  and  interest  with  respect  to 
each  issue  under  paragraph  (b)(1)  of  this 
section; 

(3)  The  designation  of  the  Presiding 
Officer  to  conduct  the  hearing  or  a 
statement  that  the  Presiding  Officer  will 
be  designated  in  a  subsequent  notice; 

(4)  The  time  within  which  requests  to 
intervene  must  be  filed; 

(5)  The  time  within  which  requests  to 
refer  questions  to  the  National  Academy 
of  Sciences  under  §  164.54  must  be  filed, 
and  a  statement  that  all  such  requests 
will  be  considered  by  the  Presiding 
Officer  rather  than  by  a  panel; 

(6)  A  statement  that  the  Notice  of 
Hearing  determines  the  scope  of  the 
proceedings  and  the  matters  as  to  which 
the  development  of  evidence  will  be 
permitted; 

(7)  A  statement  that  at  the  conclusion 
of  the  hearing,  the  Administrator  shall 
take  such  action  as  he  may  consider 
justified  by  the  record,  including,  but  not 
limited  to,  conditional  or  unconditional 
cancellation  of  the  pesticide  use(s) 
subject  to  the  notice  of  section  6(b)(2) 
hearing. 

§  164.34  Requests  to  intervene  in  a 
hearing. 

(a)  Any  person  may  file  a  motion  to 
intervene  in  a  hearing  within  30  days 
after  the  Notice  of  Hearing  is  published 
in  the  Federal  Register. 

(b)  Each  such  motion  shall  set  forth: 

(1)  The  position  and  interest  of  the 
movant  in  the  proceeding: 

(2)  A  statement  of  the  factual,  legal 
and  policy  issues  to  be  raised; 

(3)  Where  appropriate,  a  statement  as 
to  why  the  movant  believes  that  its 
interest  will  not  be  fairly  and 
adequately  represented  by  the  existing 
parties;  and 

(4)  A  summary  of  the  evidence  to  be 
introduced. 

(c)  The  Presiding  Officer  shall  grant 
such  a  motion  timely  filed,  subject  to 
later  restriction  of  participation  in  the 
hearing  under  §  §  164.50  through  164.66, 
whenever  he  determines  that  the 
movant  will  substantially  assist  in  the 
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resolution  of  the  issues  described  in  the 
Notice  of  Hearing. 

(d}  Any  motion  to  intervene  filed  after 
30  days  after  publication  of  the  Notice  of 
Hearing  in  the  Federal  Register  shall 
contain,  in  addition  to  the  information 
required  by  paragraph  (b)  of  this 
section,  a  statement  of  good  cause  for 
failure  to  file  earlier.  The  granting  of 
such  motions  is  discretionary  with  the 
Presiding  Officer,  but  only  upon  a 
finding  that  extraordinary 
circumstances  justify  the  granting  of  the 
motion,  and  only  upon  the  condition  that 
the  movant  shall  be  bound  by  any  rules 
or  conditions  for  the  hearing  previously 
specified  or  agreed  upon  by  the  parties 
to  the  hearing. 

(e)  Persons  who  have  been  granted 
intervention  in  a  hearing  under  this 
section  are  parties  with  the  full  status  of 
the  original  parties,  except  that  a 
determination  under  §  164.24  to  use  an 
alternative  form  of  public  hearing  may 
be  made  without  their  concurrence  or 
waiver. 

(f)  Persons  who  are  not  parties  may 
file  a  brief  amicus  curiae  by  leave  of  the 
Presiding  Officer  granted  on  motion. 
Unless  all  parties  otherwise  consent,  an 
amicus  curiae  shall  file  its  brief  within 
the  time  allowed  the  party  whose 
position  the  brief  will  support. 

§  164.35  Parties  and  appearances. 

(a)  The  parties  to  a  formal  evidentiary 
public  hearing  are  the  Assistant 
Administrator  for  Pesticides  and  Toxic 
Substances,  represented  by  Agency  trial 
staff,  any  person  who  has  properly  filed 
a  request  for  such  a  hearing  under 

§  164.20,  any  person  who  has  properly 
filed  a  request  to  participate  in  such  a 
hearing  under  §  164.23,  and  any  person 
who  has  been  granted  intervention 
under  §  164.34. 

(b)  Parties  may  appear  in  person  or  by 
counsel  or  other  representative.  Persons 
who  appear  as  counsel  or  in  a 
representative  capacity  must  file  a 
notice  of  appearance  with  the  Hearing 
Clerk  and  must  conform  to  the 
standards  of  ethical  conduct  required  of 
practitioners  before  the  courts  of  the 
United  States. 

§  164.36  Active  and  inactive  parties. 

(a)  Each  person  requesting  a  hearing 
under  §  164.20,  requesting  to  participate 
under  §  164.23,  or  requesting  to 
intervene  under  §  164.34  shall  state  in 
the  request  whether  active,  inactive  or 
limited  participation  status  is  elected. 
The  Presiding  Officer  at  any  time  before 
the  issuance  of  the  Conference  Report 
and  Order  under  §  164.60  may  afford  all 
parties  an  opportunity  to  change  status. 

(b)  Any  person  who  fails  to  explicitly 
request  active  status  at  any  time  when  a 


choice  of  status  is  required  shall  be 
classified  as  inactive. 

(c)  An  inactive  party  has  the  right  to 
file  briefs  in  a  proceeding  and  to  appeal 
any  initial  decision  to  the  Administrator 
and  any  final  decision  to  court.  Inactive 
parties  need  not  be  served  with  any  of 
the  evidence  or  motions  in  the 
proceeding. 

(d)  Parties  electing  limited 
participation  shall  designate  the 
portions  of  the  proceedings  in  which 
they  intend  to  actively  participate,  and 
need  only  be  served  with  documents 
relating  to  those  portions.  As  to  the 
remaining  portions,  they  shall  have  the 
same  rights  as  an  inactive  party  under 
paragraph  (c)  of  this  section. 

(e)  A  party  is  bound  by  its  choice  of 
inactive  status  or  limited  participation 
unless  either: 

(1)  the  Presiding  Officer  affords  all 
parties  an  opportunity  to  change  status 
under  paragraph  (a)  of  this  section;  or 

(2)  the  Presiding  Officer  upon  motion 
grants  the  party’s  application  to  change 
status. 

Presiding  Officer 

§  164.40  Presiding  Officer. 

A  Presiding  Officer  shall  preside  over 
every  formal  evidentiary  public  hearing 
held  under  this  Subpart  B.  The  Presiding 
Officer  shall  be  an  Administrative  Law 
Judge  qualified  under  5  U.S.C.  3105. 

§  164.41  Commencement  of  functions. 

The  functions  of  the  Presiding  Officer 
shall  commence  upon  designation  and 
shall  terminate  upon  the  filing  of  the 
initial  decision  under  §  164.80. 

§  164.42  Authority  of  Presiding  Officer. 

The  Presiding  Officer  shall  have  the 
authority  and  duty  to  conduct  a  fair  and 
expeditious  hearing  and  to  maintain 
order.  The  Presiding  Officer  shall  have 
all  powers  necessary  to  these  ends, 
including  but  not  limited  to  the  power  to: 

(a)  Take  any  action  necessary  to  carry 
out  his  duties  under  this  Part; 

(b)  Hold  conferences  to  settle  or 
simplify  the  issues  in  the  hearing  or  to 
consider  other  matters  that  may 
facilitate  the  expeditious  disposition  of 
the  hearing; 

(c)  Administer  oaths  and  affirmations; 

(d)  Issue  subpoenas  under  section  6(d) 
of  the  Act; 

(e)  Regulate  the  course  of  the  hearing 
and  govern  the  conduct  of  participants 
therein; 

(f)  Rule  on,  admit,  exclude  or  limit 
evidence; 

(g)  Dispose  of  procedural  requests  or 
similar  matters; 

(h)  Rule  on  motions  for  summary 
decision  in  accordance  with  §  164.66; 


(i)  Make  rulings  to  enforce  proper 
standards  of  conduct  under  §  164.11;  and 

(j)  Take  any  action  permitted  to  the 
Presiding  Officer  as  authorized  by  this 
Subpart  B  or  in  conformance  with  law 
for  the  maintenance  of  order  at  the 
hearing  and  for  the  expeditious,  fair  and 
impartial  conduct  of  the  proceeding. 

§  164.43  Disqualification  of  Presiding 
Officer. 

(a)  Any  party  may,  by  motion  made  to 
the  Presiding  Officer,  request  that  the 
Presiding  Officer  disqualify  himself  and 
withdraw  from  the  hearing.  The 
Presiding  Officer  shall  rule  upon  any 
such  motion  and  shall  promptly  certify 
the  motion  and  his  ruling  thereon  to  the 
Administrator  for  interlocutory  review. 

(b)  A  Presiding  Officer  shall  withdraw 
from  any  hearing  in  which  he  deems 
himself  disqualified  for  any  reason. 

§  164.44  Unavailability  of  Presiding 
Officer. 

(a)  In  the  event  that  the  Presiding 
Officer  is  unable  to  act  for  any  reason 
whatsoever,  the  powers  and  duties  to  be 
performed  by  him  in  connection  with 
any  hearing  shall  be  assigned  to  another 
Presiding  Officer  by  the  Chief 
Administrative  Law  Judge.  Such 
substitution  shall  have  no  effect  on  any 
aspect  of  the  hearing,  except  as  the  new 
Presiding  Officer  may  order  under  the 
provisions  of  this  Subpart  B. 

(b)  Any  motion  predicated  upon  such 
substitution  shall  be  made  within  10 
days  thereafter. 

Focusing  the  Issues 

§  164.50  Scheduling  Order. 

(a)  Within  60  days  after  publication 
under  §  164.32  of  a  Notice  of  Hearing 
after  a  Notice  of  Action,  the  Presiding 
Officer  shall  issue  a  Scheduling  Order 
which  shall  specify: 

(1)  The  time  within  which  the  parties 
shall  submit  requests  for  further 
proceedings  under  §  164.51;  and 

(2)  The  time  for  ruling  on  those 
requests  under  §  164.55. 

(b)  The  Presiding  Officer  in  his 
discretion  may  receive  submissions  from 
the  parties  and  meet  with  the  parties 
before  issuing  any  Scheduling  Order. 

§  164.51  Requests  for  further  proceedings 
after  a  Notice  of  Action. 

(a)  Within  the  time  specified  in  the 
Scheduling  Order  issued  under  §  164.50, 
each  party  shall  submit  its  request  for 
further  proceedings.  Each  request  for 
further  proceedings  shall  contain: 

(1)  Specific  objections  to  the  Notice  of 
Action,  including  expositions  of  the 
factual,  legal  and  policy  questions 
alleged  to  be  at  issue  and  their 
relevance  to  the  basic  decision  to  be 
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made,  together  with  a  designation  of  the 
factual  areas  to  be  explored  and  the 
hearing  time  estimated  to  be  necessary 
for  that  exploration; 

(2)  To  the  extent  the  party  wishes  to 
introduce  additional  evidence,  a 
description  of  the  evidence  conforming 
to  the  standards  of  §  164.52,  together 
with  an  explanation  of  why  the 
substantive  standards  of  that  section 
have  been  met; 

(3)  To  the  extent  the  party  wishes  to 
engage  in  formal  cross-examination,  a 
description  of  the  subjects  to  be  covered 
conforming  to  the  standards  of  §  164.53, 
together  with  an  explanation  of  why  the 
substantive  standards  of  that  section 
have  been  met;  and 

(4)  To  the  extent  the  party  wishes 
certain  questions  to  be  referred  to  a 
Committee  of  the  National  Academy  of 
Sciences  for  consideration,  a  description 
of  the  questions  conforming  to  the 
requirements  of  §  164.54  together  with 
an  explanation  of  why  the  substantive 
standards  of  that  section  have  been  met. 

(b)  Parties  shall  have  thirty  days  to 
comment  on  each  others’  request  for 
futher  proceedings,  and  to  amend  their 
own  requests  in  light  of  requests  filed  by 
others. 

§  164.52  Standards  for  introducing 
additional  evidence. 

(a)  Any  request  to  introduce 
additional  evidence  at  a  hearing  shall 
contain  a  detailed  description  of  the 
evidence  to  be  introduced  and  an 
explanation  of  why  the  standards  of 
paragraph  (b)  of  this  section  have  been 
met.  A  copy  of  any  report,  article, 
survey,  letter  of  comment,  or  other 
written  document  which  is  to  be 
introduced  or  otherwise  relied  upon 
shall  be  submitted  or  designated  from 
the  administrative  record.  The  request 
shall  specifically  indicate  whether  oral 
presentation  of  the  material  in  question 
is  desired. 

(b)  A  request  to  present  additional 
evidence  shall  be  granted  only  to  the 
extent  that  the  person  who  wishes  to 
present  it  has  shown  that  all  of  the 
following  are  true: 

(1)  There  is  a  genuine  and  substantial 
issue  of  fact  for  resolution. 

(2)  The  factual  issue  is  not  one  which 
may  properly  be  decided  on  the  basis  of 
official  notice  of  matters  within  the 
expert  knowledge  of  the  Agency. 

(3)  The  factual  issue  is  capable  of 
being  resolved  by  available  and 
specifically  identified  reliable  evidence. 
A  request  will  not  be  granted  on  the 
basis  of  mere  allegations  or  denials  or 
general  description  of  positions  and 
contentions. 

(4)  Good  cause.existed  for  not 
presenting  the  material  in  question  to 


the  Agency  for  inclusion  in  the 
administrative  record.  “Good  cause" 
means  either  that  the  material  was  not 
available  at  the  stage  of  the  RPAR 
process  at  which  it  should  have  been 
presented,  or  that  the  material  is  of  such 
a  nature  that  it  can  only  be  presented 
meaningfully  in  a  trial-type  hearing. 

(5)  The  material  in  question  if 
accepted  as  valid  would  be  adequate  to 
justify  resolution  of  the  factual  issue  in 
the  way  sought  by  the  person.  A  request 
will  be  denied  to  the  extent  the 
Administrator  concludes  that,  even 
assuming  the  truth  and  accuracy  of  all  of 
the  data  and  information  sought  to  be 
introduced,  they  are  insufficient  to 
justify  the  factual  determination  urged. 

(6)  Resolution  of  the  factual  issue  in 
the  way  sought  by  the  person  is 
adequate  to  justify  granting  some  or  all 
of  the  relief  sought  by  that  person.  A 
request  will  not  be  granted  to  the  extent 
the  Administrator  concludes  that  his 
action  would  be  the  same  even  if  the 
factual  issue  were  resolved  in  the  way 
sought. 

§  164.53  Requests  for  cross-examination. 

(a)  Any  request  to  cross-examine  at  a 
hearing  shall  state  with  particularly  the 
subject(s)  to  be  covered,  and  shall  also 
contain  an  explanation  of  why  the 
standards  set  forth  in  paragraph  (b)  of 
this  section  have  been  met.  A  request 
for  cross-examination  may  consist  of  or 
contain  a  request  that  a  sponsoring 
witness  be  provided  for  a  portion  or 
portion  of  the  administrative  record. 

(b)  A  request  for  cross-examination 
shall  be  granted  only  to  the  extent  that 
the  person  requesting  cross-examination 
shows  that  each  of  the  following  is  true: 

(1)  There  is  a  genuine  and  substantial 
issue  of  fact  for  resolution.  Cross- 
examination  will  not  be  granted  on 
questions  of  law  or  policy. 

(2)  The  factual  issue  is  not  one  which 
may  properly  be  decided  on  the  basis  of 
official  notice  of  matters  within  the 
expert  knowledge  of  the  Agency. 

(3)  The  requested  cross-examination 
is  likely  to  result  in  resolution  or 
substantial  clarification  of  the  factual 
issue.  Explanations  of  why  this 
condition  has  been  met  shall  state  why 
the  examination  of  the  issue  in  the 
RPAR  process  has  not  provided 
adequate  clarification,  why  it  is  likely 
that  the  area  of  uncertainty  can  be 
significantly  reduced  by  cross- 
examination,  and  why  cross- 
examination  is  the  most  efficient  method 
of  clarifying  the  factual  issue  when 
compared  with  other  methods  such  as 
the  submission  of  additional  evidence  or 
informal  conferences. 

(4)  Resolution  of  the  factual  issue  in 
the  way  sought  by  the  person  is 


adequate  to  justify  some  or  all  of  the 
relief  sought  by  the  person.  Cross- 
examination  will  not  be  granted  to  the 
extent  that  the  Administrator  concludes 
that  his  action  would  be  the  same  even 
if  the  factual  issue  were  resolved  in  the 
way  sought. 

§  164.54  Requests  for  referring  questions 
to  the  National  Academy  of  Sciences. 

(a)  Any  request  to  refer  questions  of 
scientific  fact  to  a  Committee  of  the 
National  Academy  of  Sciences  shall 
state  with  particularity  the  questions  to 
be  referred,  and  shall  also  contain  an 
explanation  of  why  the  standards  set 
forth  in  paragraph  (b)  of  this  section 
have  been  met. 

(b)  A  request  for  the  referral  of 
questions  of  scientific  fact  to  the 
National  Academy  of  Sciences  shall  be 
granted  only  to  the  extent  that  the 
person  requesting  it  shows  that  each  of 
the  following  is  true: 

(1)  There  is  a  genuine  and  substantial 
question  of  scientific  fact  to  be  resolved 
by  such  referral.  Referrals  of  questions 
of  policy  or  law  will  not  be  allowed. 

(2)  The  factual  question  is  not  one 
which  may  properly  be  decided  on  the 
basis  of  official  notice  of  matters  within 
the  expert  knowledge  of  the  Agency. 

(3)  The  requested  referral  is  likely  to 
result  in  resolution  or  substantial 
clarification  of  the  factual  question. 
Explanations  of  why  this  condition  has 
been  met  shall  state  why  the 
examination  of  the  question  in  the  RPAR 
process  (including  the  referral  of  issues 
to  the  Scientific  Advisory  Panel  under 
Section  25(d)  of  the  Act)  has  not 
provided  adequate  clarification,  and 
why  it  is  likely  that  the  area  of 
uncertainty  can  be  substantially 
reduced  by  referral  to  a  Committee  of 
the  National  Academy  of  Sciences  in 
light  of  the  prior  referral  to  thp  Scientific 
Advisory  Panel. 

(4)  Resolution  of  the  factual  question 
in  the  way  sought  by  the  person  is 
adequate  to  justify  some  or  all  of  the 
relief  sought  by  the  person.  A  referral 
will  not  be  granted  to  the  extent  that  the 
Administrator  concludes  that  his  action 
would  be  the  same  even  if  the  factual 
question  were  resolved  in  the  way 
sought. 

§  164.55  Procedurs  for  consideration  of 
requests  for  futher  proceedings. 

(a)  Upon  receipt  of  requests  for  further 
proceedings  under  §  164.51  the  Presiding 
Officer  shall  either  proceed  to  evaluate 
them  himself  or  shall  certify  the  matter 
to  the  Administrator.  Proceedings  under 
this  section  shall  be  completed  within 
120  days  after  the  deadline  for  filing 
requests  for  further  proceedings. 
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(b)  If  the  Presiding  Officer  certifies  the 
matter  to  the  Administrator,  the 
Administrator  shall  designate  a  panel  of 
Agency  employees  from  among  the 
persons  named  under  §  164.12(a)(1)  to 
consider  the  extent  to  which  the  request 
meets  the  standards  of  §  164.51.  Notice 
of  the  designation  of  the  panel,  and  the 
names  of  the  panel  members,  shall  be 
filed  with  the  Hearing  Clerk  and  served 
on  all  parties. 

(c)  The  panel  shall  consider  any 
Notice  of  Action,  any  requests  for  a 
hearing,  the  Notice  of  Hearing,  all 
requests  for  futher  proceedings,  all 
comments  on  those  requests,  and  the 
administrative  record.  The  panel  may 
hold  a  hearing  to  receive  the  views  of 
the  persons  who  requested  further 
proceedings.  The  panel  in  it  discretion 
may  also  hold  public  hearings  or  issue 
public  requests  for  additional 
information  to  assist  its  consideration  of 
the  questions  involved.  A  verbatim 
transcript  shall  be  made  of  all  hearings 
held  under  this  paragraph. 

(d)  Based  on  its  consideration,  the 
panel  shall  issue  a  draft  Hearing  Order 
specifying: 

(1)  The  extent  to  which  requests  to 
introduce  additional  evidence,  cross- 
examine,  and  refer  questions  to  the 
National  Academy  of  Sciences  have 
been  granted; 

(2)  The  extent  to  which  requests  have 
been  denied,  together  with  a  detailed 
statement  explaining  why  the  regulatory 
standards  for  granting  such  requests 
were  not  met:  and 

(3)  A  target  date  for  the  issuance  of 
the  initial  decision  by  the  Presiding 
Officer,  together  with  a  statement  as  to 
why  completion  of  the  hearing  within 
that  time  is  practicable. 

(e)  The  panel’s  draft  Hearing  Order 
shall  be  filed  with  the  Hearing  Clerk  and 
served  on  all  parties  to  the  hearing  who 
shall  then  have  thirty  days  from  the  date 
of  service  to  file  comments  on  it  with  the 
Hearing  Clerk. 

(f)  Within  thirty  days  after  the 
expiration  of  the  comment  period  on  the 
panel's  draft  Hearing  Order,  the 
Administrator  shall  issue  a  final  Hearing 
Order  which  shall  be  filed  with  the 
Hearing  Clerk  and  served  on  all  parties. 
The  Administrator  in  his  discretion  may 
call  for  oral  argument  during  this  thirty 
day  period  on  any  question  presented. 

(g)  If  the  Presiding  Officer  elects  to 
consider  the  requests  for  further 
proceedings  himself,  he  shall  consider 
any  Notice  of  Action,  any  request  for  a 
hearing,  the  Notice  of  Hearing,  all 
requests  for  further  proceedings,  all 
comments  on  those  requests,  and  the 
administrative  record,  he  may  also  hold 
a  hearing  to  receive  the  views  of  the 
persons  who  requested  further 


proceedings,  and  a  verbatim  transcript 
of  that  hearing  shall  be  made.  Based  on 
his  consideration,  the  Presiding  Officer 
shall  issue  a  Hearing  Order  specifying 
the  information  set  forth  in  paragraph 
(d)  of  this  section. 

(h)  The  Presiding  Officer  shall  file  the 
Hearing  Order  with  the  Hearing  Clerk 
and  shall  serve  it  on  all  parties,  who 
may  then  obtain  interlocutory  review  by 
the  Administrator  within  10  days  of 
service.  Upon  such  interlocutory  review, 
the  Administrator  shall  have  full  power 
to  reconsider  any  finding  or 
determination  by  the  Presiding  Officer. 
He  may  designate  a  panel  of  Agency 
employees  from  among  the  persons 
named  under  §  164.12(a)(1)  to  assist  and 
advise  him  in  his  review,  and  may  in  his 
discretion  schedule  oral  argument  on 
any  question  presented.  As  the  result  of 
his  review,  the  Administrator  may 
affirm  the  Presiding  Officer’s  Hearing 
Order,  or  may  issue  a  revised  Hearing 
Order  which  shall  explain  in  detail  the 
basis  for  all  revisions  to  the  Presiding 
Officer’s  Hearing  Order. 

(i)  The  Administrator’s  decision  either 
affirming  or  revising  the  Hearing  Order 
shall  be  filed  with  the  Hearing  Clerk  and 
served  on  all  parties. 

(j)  The  final  Hearing  Order  determines 
the  scope  of  the  further  proceedings  and 
the  matters  as  to  which  the  development 
of  evidence  will  be  permitted. 

(k)  If  the  Administrator  in  the  Hearing 
Order  completely  denies  all  requests  for 
further  proceedings  with  respect  to  any 
pesticide  use  subject  to  a  Notice  of 
Action,  he  shall  simultaneously  issue  a 
final  order  implementing  the  action 
proposed  in  the  Notice  of  Action  with 
respect  to  that  pesticide  use. 

Further  Proceedings 

§  164.60  Hearing  conference. 

(a)  Subject  to  paragraph  (d),  of  this 
section,  the  Presiding  Officer  shall  hold 
a  hearing  conference  in  each  §  6(b)(2) 
hearing  and  in  each  case  in  which 
further  proceedings  have  been  granted 
under  this  Subpart  B.  The  conference 
shall  be  scheduled  by  filing  a 
PreConference  Order  with  the  Hearing 
Clerk  directing  the  parties  or  their 
counsel  to  appear  at  a  specified  time 
and  place,  and  specifying  the  purpose  of 
the  hearing  conference  and  the  matters 
to  be  resolved  at  it.  More  than  one  such 
conference  may  be  held. 

(b)  The  Presiding  Officer  may  conduct 
a  hearing  conference  for  the  following 
purposes: 

(l)  To  divide  the  further  proceedings 
into  discrete  stages  (for  example,  a  risk 
stage  and  a  benefits  stage),  each  of 
which  shall  be  completed  separately 
under  this  subpart; 


(2)  To  set  forth  the  manner  of  and  the 
deadline(s)  for  the  filing  of  the  parties’ 
direct  cases  under  §  164.61; 

(3)  To  consider  or  rule  on  motions  to 
strike  or  limit  portions  of  a  party’s  direct 
case  under  §  164.62,  provided,  that  no 
document  contained  in  the 
administrative  record  may  be  stricken.  If 
a  request  under  §  164.53  for  a  sponsoring 
witness  for  a  portion  or  portions  of  the 
administrative  record  has  been  granted, 
and  no  witness  is  provided,  the 
presiding  officer  may  reduce  the  weight 
to  be  afforded  the  appropriate  portion  or 
portions  of  the  administrative  record  as 
a  factual  statement  accordingly; 

(4)  To  consider  or  rule  on  motions  for 
oral  direct  testimony  submitted  as 
required  by  §  164.61.  To  the  extent  such 
a  motion  is  denied,  the  Presiding  Officer 
shall  order  the  prompt  filing  of  the 
testimony  involved  in  written  format; 

(5)  To  consider  or  rule  on  motions  for 
the  issuance  of  subpoenas  under  §  164.8; 

(6)  To  identify  the  most  appropriate 
techniques  for  the  development,  if 
necessary,  of  additional  evidence  on 
issues  in  controversy  and  the  manner 
and  sequence  in  which  they  shall  be 
used; 

(7)  To  group  participants  with 
substantially  similar  interests  for  the 
purposes  of  eliminating  duplicative  or 
repetitive  development  of  the  evidence, 
for  the  purpose  of  making  and  arguing 
motions  and  objections,  including 
motions  for  summary  decision,  and/or 
for  the  purpose  of  filing  briefs  or 
presenting  oral  argument; 

(8)  To  set  the  time  and  place  for 
beginning  the  presentation  of  evidence, 
and  the  schedule  for  conducting  the 
hearing.  The  schedule  shall  include  the 
sequence  in  which  witnesses  will  be 
presented,  and  the  amount  of  time,  if 
any,  for  the  oral  cross-examination  of 
the  witnesses.  In  passing  on  requests  for 
oral  cross-examination,  the  Presiding 
Officer  shall  apply  the  standards  set 
forth  in  §  164.53; 

(9)  In  the  case  of  section  6(b)(2) 
hearings,  to  set  a  target  date  for  the 
issuance  of  the  initial  decision  by  the 
Presiding  Officer; 

(10)  To  consider  and  rule  on  requests 
submitted  under  §  164.64  for  extending 
the  time  by  which  the  initial  decision  is 
to  be  rendered;  and 

(11)  To  take  any  other  steps  to  narrow 
or  simplify  the  issues  in  controversy, 
and  to  consider  such  other  matters  and 
to  take  such  other  action  as  may  aid  in 
the  expeditious  disposition  of  the 
proceeding. 

(c)  All  parties  shall  appear  at  any 
hearing  conference  fully  prepared  to 
discuss  in  detail  and  resolve  all  matters 
specified  in  the  pre-conference  order. 

All  parties  shall  cooperate  fully  at  all 
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stages  of  the  proceeding  to  achieve  the 
objective  of  a  fair  and  expeditious 
hearing,  through  advance  preparation 
for  the  hearing  conference,  including 
communications  between  the  parties, 
and  requests  for  information  at  the 
earliest  possible  time.  The  failure  of  any 
party  to  appear  at  the  hearing 
conference  or  to'Taise  any  matters  that 
could  reasonably  be  anticipated  and 
resolved  at  the  hearing  conference  shall 
not  be  permitted  to  delay  the  progress  of 
the  hearing  and  shall  constitute  a  waiver 
of  the  rights  of  the  party  with  respect 
thereto,  including  all  objections  to  the 
agreements  reached,  actions  taken,  or 
rulings  issued  by  the  Presiding  Officer 
with  regard  thereto. 

(d)  Upon  a  finding  on  motion  or  on  his 
own  initiative  that  to  hold  a  hearing 
conference  would  be  unnecessary  or 
inadvisable,  the  Presiding  Officer  may 
order  that  the  hearing  conference  not  be 
held.  In  these  circumstances  he  may 
request  the  parties  to  correspond  with 
him  for  the  purpose  of  accomplishing 
any  of  the  objectives  set  forth  in  this 
section.  Such  correspondence  shall  not 
be  made  a  part  of  the  record,  but  the 
Presiding  Officer  shall  submit  a  written 
summary  for  the  record  if  any  action  is 
taken  as  a  result  of  it. 

(e)  No  transcript  of  any  hearing 
conference  shall  be  made  except  to  the 
extent  that  a  request  therefor  by  one  of 
the  parties  is  granted  by  the  Presiding 
Officer  or  the  Presiding  Officer  orders  a 
transcript  to  be  made  on  his  own 
initiative.  Any  party  whose  request  for  a 
transcript  is  granted  shall  bear  the  cost 
of  the  taking  of  the  transcript  unless 
otherwise  ordered  by  the  Presiding 
Officer. 

(f)  The  Presiding  Officer  shall  prepare 
a  written  Conference  Report  and  Order 
reciting  the  actions  taken  at  a  hearing 
conference  and  setting  forth  the 
schedule  for  further  proceedings  and  the 
date  for  completing  the  hearing  or  the 
stage  of  the  hearing  covered  by  the 
Conference  Report  and  Order.  The 
Conference  Report  and  Order  shall  also 
include  a  written  statement  of  the  areas 
of  factual  agreement  and  disagreement 
and  of  the  methods  and  procedures  to 
be  used  in  developing  the  evidence  and 
the  respective  duties  of  the  parties  in 
connection  therewith.  The  Conference 
Report  and  Order  shall  be  consistent 
with  the  Hearing  Order  issued  under 

§  164.55.  The  Conference  Report  and 
Order  shall  control  the  subsequent 
course  of  the  stage  of  the  hearing  which 
it  addresses  except  to  the  extent  it  may 
be  modified  by  the  Presiding  Officer  for 
good  cause  shown. 


§  164.61.  Filing  of  direct  case  and  other 
information. 

(a)  Within  the  time  specified  in  a 
Conference  Report  and  Order,  each 
party  shall  file  the  following  information 
with  the  Hearing  Clerk: 

(1)  A  list  of  all  witnesses  whose 
testimony  will  be  offered  at  that  stage  of 
the  hearing,  together  with  a  full 
curriculum  vitae  in  standard  format  for 
each  witness. 

(2)  Either  the  direct  testimony  of  each 
such  witness  in  written  form,  or  a 
statement  that  the  testimony  concerns 
matters  of  such  particular  fact  that  oral 
presentation  of  direct  testimony  is 
justified,  together  with  a  description  of 
that  testimony  and  a  statement  that  a 
motion  to  permit  oral  direct  testimony 
will  be  made.  The  written  direct 
testimony  of  a  witness  may  consist  in 
whole  or  in  part  of  identification  of 
portions  of  the  administrative  record. 

(3)  All  other  documentary  data  and 
information  on  which  the  party  wishes 
to  rely. 

(b)  At  the  same  time  the  material 
described  in  paragraph  (a)  of  this 
section  is  filed  with  the  Hearing  Clerk, 
each  party  shall  make  available  to  all 
other  parties  (but  shall  not  file  with  the 
Hearing  Clerk)  all  prior  written 
statements  by  the  persons  who  have 
been  identified  as  witnesses,  which 
shall  include  articles,  written  statements 
signed  or  adopted,  and  any  recording  or 
transcription  of  any  oral  statement 
made,  if  all  of  the  following  conditions 
are  met: 

(1)  The  statement  is  available  without 
making  request  of  the  witness; 

(2)  The  statement  relates  to  the 
subject  matter  of  the  witness’  testimony: 
and 

(3)  The  statement  was  either  made 
before  the  time  the  person  agreed  to 
become  a  witness  or  has  been  made 
publicly  available  by  the  witness. 

(c)  If  any  prior  written  statement 
required  to  be  made  available  under 
paragraph  (b)  of  this  section  has  been 
published  in  the  public  literature,  a 
party  may  comply  with  paragraph  (b)  of 
this  section  with  respect  to  that 
statement  by  furnishing  all  other  parties 
with  a  full  citation  to  the  public 
literature  which  identifies  where  the 
statement  may  be  found. 

§  164.62  Ruling  on  direct  case. 

(a)  The  Presiding  Officer,  on  motion, 
shall  strike  any  portion  of  a  party’s 
direct  case  (other  than  material  included 
in  the  administrative  record)  or  limit  the 
purpose  for  which  it  is  received,  to  the 
extent  he  finds  that  the  evidence 
presented  is  outside  the  scope  of  the 
Hearing  Order  (or  the  Notice  of  Hearing 
under  §  164.33). 


(b)  Evidence  not  offered  under 

§  164.61  may  nevertheless  be  admitted 
at  any  later  stage  of  the  hearing  upon  a 
showing  that  it  could  not  reasonably 
have  been  made  available,  or  its 
relevance  could  not  reasonably  have 
been  foreseen,  at  an  earlier  stage. 

(c)  The  standards  set  forth  in 
paragraph  (a)  of  this  section  shall  be 
applied  in  all  rulings  on  motions  to 
introduce  evidence  made  throughout  the 
hearing. 

§  164.63  Referral  to  the  National  Academy 
of  Sciences. 

(a)  Not  less  than  30  days  after  a 
decision  has  been  made  to  refer 
questions  of  scientific  fact  to  a 
Committee  of  the  National  Academy  of 
Sciences,  the  Presiding  Officer  shall 
formally  refer  these  questions.  The 
Committee  shall  report  in  writing  to  the 
Presiding  Officer  within  60  days  after 
such  referral  on  these  questions  of 
scientific  fact  and  the  report,  its  record 
and  any  other  matter  transmitted  as 
provided  for  by  the  Administrator’s 
agreement  with  the  National  Academy 
of  Sciences  shall  be  made  public  and 
considered  as  part  of  the  hearing  record. 

Note. — The  Memorandum  of 
Understanding  between  the  Agency' and  the 
National  Academy  of  Sciences  governing 
such  referrals  is  reproduced  as  Appendix  A. 

(b)  At  any  time  before  the  hearing 
record  is  closed,  a  party  may  request  by 
motion  that  questions  of  scientific  fact 
not  previously  referred  be  referred,  or 
that  questions  previously  referred  be 
amended  or  expanded.  The  Presiding 
Off'cer.  upon  such  motion  or  on  his  own 
initiative,  may  refer  such  questions  or 
amendments  if  he  finds  that  good  cause 
existed  for  the  failure  to  request  such 
referral  within  the  time  specified  in  the 
Scheduling  Order  and  that  the 
substantive  standards  of  §  164.54  have 
been  met. 

§  164.64  Time  limits. 

(a)  The  Presiding  Officer  may  upon 
motion  or  his  own  initiative  extend  the 
target  date  for  the  issuance  of  the  initial 
decision  specified  in  the  Hearing  Order 
(or  in  the  Conference  Report  and  Order, 
in  the  case  of  Section  6(b)(2)  hearings)  to 
any  extent  up  to  sixty  days  total.  Such 
motions  may  not  be  made  ex  parte. 

(b)  Extensions  which,  when 
considered  together  with  prior 
extensions  granted,  would  extend  by 
more  than  sixty  days  the  target  date 
specified  in  the  Hearing  Order  (or  in  the 
Conference  Report  and  Order,  in  the 
case  of  Section  6  (b)(2)  hearings)  for 
issuance  of  the  initial  decision  may  only 
be  granted  by  the  Administrator.  No 
request  for  such  an  extension  originating 
with  a  party  shall  be  considered  by  the 
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Administrator  unless  made  by  motion  to 
the  Presiding  Officer  and  unless  the 
Presiding  Officer  has  recommended  it  be 
granted  and  has  given  supporting 
reasons.  Requests  for  such  an  extension 
by  the  Presiding  Officer  on  his  own 
initiative  shall  also  give  supporting 
reasons.  All  parties  to  the  proceeding 
shall  have  the  right  to  file  comments 
with  the  Administrator  on  the  proposed 
extension.  No  hearing  shall  be  delayed 
while  a  request  for  extension  of  the  time 
for  completing  it  is  being  considered. 

§  164.65  Evidence. 

(a) (1)  The  administrative  record  shall 
automatically  be  admitted  in  evidence. 
All  material  filed  or  designated  under 

§  164.61  or  submitted  at  some  later  stage 
in  accordance  with  §  164.62  shall 
automatically  be  admitted  into  evidence 
unless  an  objection  as  to  its 
admissibility  has  been  filed  and 
sustained  under  §  164.62. 

(2)  Any  written  evidence  excluded  by 
the  Presiding  Officer  as  inadmissible 
shall  remain  a  part  of  the  hearing 
record,  as  an  offer  of  proof,  for  purposes 
of  judicial  review. 

(b)  Oral  testimony,  whether  on  direct 
or  on  cross-examination,  shall  be 
admissible  as  evidence  unless  a  party 
objects  and  the  Presiding  Officer 
excludes  it  as  inadmissible.  The 
Presiding  Officer  shall  exclude  oral 
evidence  as  inadmissible  only  on  the 
following  grounds: 

(1)  The  oral  evidence  is  irrelevant, 
immaterial,  incompetent  or  repetitive; 

(2)  The  oral  evidence  is  outside  the 
scope  of  further  proceedings  determined 
by  the  Hearing  Order  (or  the  Notice  of 
Hearing  under  §  164.33);  or 

(3)  Other  good  cause  exists  for  its 
exclusion. 

(c)  An  automatic  exception  to  any 
evidentiary  ruling  of  the  Presiding 
Officer  shall  be  entered  on  behalf  of  the 
party(s)  to  whom  the  ruling  is  adverse. 

(d) (1)  Whenever  oral  evidence  is 
deemed  inadmissible,  the  party  offering 
such  evidence  may  make  an  offer  of 
proof,  which  shall  be  included  in  the 
transcript,  and  which  shall  consist  of  a 
brief  statement  describing  the  evidence 
excluded  and  the  purpose  for  which  it  is 
offered. 

(2)  If  the  Administrator  upon  appeal 
determines  that  the  Presiding  Officer 
erred  in  excluding  an  item  of  oral 
evidence,  and  prejudice  to  a  party 
resulted,  the  hearing  may  be  reopened  to 
permit  the  taking  of  such  evidence,  or, 
where  appropriate,  the  administrator 
may  evaluate  the  evidence  and  proceed 
to  a  final  decision. 

(e)  If  questions  have  been  submitted 
under  §  164.63  to  a  Committee  of  the 
National  Academy  of  Sciences,  the 


report  of  that  Committee,  other 
materials  that  may  be  required  by  the 
Administrator  pursuant  to  the 
Memorandum  of  Understanding 
between  the  Agency  and  the  National 
Academy  of  Sciences,  and  a  list  of 
witnesses  and  evidence  relied  on  shall 
be  received  into  evidence  and  made  a 
part  of  the  record  of  the  hearing. 
Objections  to  any  such  material  shall  go 
to  the  evidentiary  value  of  that  material. 

§  164.66  Summary  decision. 

(a)  Any  party  may,  after 
commencement  of  the  hearing,  submit  a 
motion  with  or  without  supporting 
affidavits  for  a  summary  decision  in  its 
favor  with  respect  to  any  issue  under 
consideration.  Any  other  party  may 
serve  opposing  affidavits  or  cross-move 
for  summary  decision.  The  Presiding 
Officer  may,  in  his  discretion,  set  the 
matter  for  argument  and  call  for  the 
submission  of  briefs. 

(b)  The  Presiding  Officer  shall  grant 
such  motion  if  the  objections,  requests 
for  hearing,  other  pleadings,  affidavits, 
and  any  material  filed  in  connection 
with  the  hearing,  show  that  there  is  no 
genuine  issue  as  to  any  material  fact 
and  that  a  party  is  entitled  to  summary 
decision.  The  order  granting  such  motion 
shall  be  filed  with  the  Hearing  Clerk  and 
served  on  all  parties. 

(c)  affidavits  shall  set  forth  such  facts 
as  would  be  admissible  in  evidence  and 
shall  show  affirmatively  that  the  affiant 
is  competent  to  testify  to  the  matters 
stated  therein.  When  a  motion  for 
summary  decision  is  made  and 
supported  as  provided  in  this  section,  a 
party  opposing  the  motion  may  not  rest 
upon  mere  allegations  or  denials  or 
general  descriptions  of  position  and 
contentions.  Its  response,  by  affidavits 
or  as  otherwise  provided  in  this  section, 
must  set  forth  specific  facts  showing 
that  there  is  a  genuine  issue  of  material 
fact  for  the  hearing. 

(d)  If  it  appears  from  the  affidavits  of 
a  party  opposing  the  motion  that  it 
cannot,  for  sound  reasons  stated, 
present  by  affidavit  facts  essential  to 
justify  its  opposition,  the  Presiding 
Officer  may  deny  the  motion  for 
summary  decision  or  may  order  a 
continuance  to  permit  affidavits  or 
additional  evidence  to  be  obtained  or 
may  make  such  order  as  is  just. 

(e)  If  on  motion  under  this  section  a 
summary  decision  is  not  rendered  upon 
the  whole  case  or  for  all  the  relief 
requested,  and  development  of 
evidentiary  facts  is  found  necessary,  the 
Presiding  Officer  shall  make  an  order 
specifying  the  facts  that  appear  without 
substantial  controversy  and  directing 
further  evidentiary  proceedings.  The 


facts  so  specified  shall  be  deemed 
established. 

(f)  Any  party  may  obtain  interlocutory 
review  by  the  Administrator  of  an  order 
of  the  Presiding  Officer  granting  a 
motion  for  summary  decision  within  10 
days  of  service. 

§  164.67  Interlocutory  appeal. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section  and  in  §164.11, 

§164.43,  §164.55  and  §164.66,  no  decision 
of  the  Presiding  Officer  shall  be 
reviewed  by  the  Administrator  prior  to 
review  of  the  initial  decision  rendered 
under  §164.80. 

(b)  The  Presiding  Officer  may  certify 
an  order  or  ruling  for  interlocutory 
appeal  to  the  Administrator  if  he  finds 
that: 

(1)  The  order  or  ruling  involves  an 
important  question  of  law  or  policy 
about  which  there  is  substantial  ground 
for  difference  of  opinion;  and 

(2)  Either: 

(i)  An  immediate  appeal  from  the 
order  and  ruling  will  materially  advance 
the  ultimate  termination  of  the 
proceeding;  or 

(ii)  Review  after  the  final  judgment  is 
issued  will  be  inadequate  or  ineffective. 
The  Presiding  Officer  shall  issue  such  a 
certification  upon  a  motion  of  a  party 
made  within  10  days  of  the  order  or 
ruling. 

(c)  If  the  Administrator  determines 
that  certification  under  paragraph  (b)  of 
this  section  was  improvidently  granted, 
or  takes  no  action  within  thirty  days  of 
certification,  the  appeal  shall  be 
automatically  dismissed. 

(d)  Any  order  or  ruling  not  certified 
for  interlocutory  appeal  by  the  Presiding 
Officer  shall  be  the  subject  of 
interlocutory  review  by  the 
Administrator  only  when  he  determines, 
upon  motion  of  a  party  and  in 
exceptional  circumstances,  that  delaying 
review  would  be  deleterious  to  vital 
public  or  private  interests. 

(e)  Except  in  extraordinary 
circumstances,  proceedings,  shall  not  be 
stayed  pending  an  interlocutory  appeal. 
Any  stay  of  more  than  14  days  must  be 
approved  by  the  Administrator. 

(f)  Ordinarily,  any  interlocutory 
appeal  will  be  decided  on  the  basis  of 
the  submissions  made  to  the  Presiding 
Officer  in  connection  with  the  motion 
for  certification,  but  the  Administrator 
in  his  discretion  may  allow  further  briefs 
and  oral  argument. 

§  164.68  Briefs  and  argument. 

(a)  As  soon  as  possible  after  the 
completion  of  the  taking  of  evidence,  the 
Presiding  Officer  shall  announce  a 
schedule  for  the  filing  of  briefs.  Briefs 
shall  include  a  statement  of  position  on 
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each  issue,  which  shall  be  supported  by 
specific  and  complete  citations  to  the 
evidence,  together  with  citations  of 
points  of  law  relied  upon.  Briefs  may 
contain  proposed  findings  of  fact  and 
conclusions  of  law. 

(b)  The  Presiding  Officer  may  permit 
the  presentation  of  oral  argument  at  his 
discretion  and  in  such  manner  as  he 
believes  is  both  practicable  and  fair. 

Record 

§  164.70  Availability  of  record. 

The  hearing  record  shall  be  available 
to  the  public,  provided,  that  information 
which  is  a  trade  secret  or  otherwise 
subject  to  the  provisions  of  section  10  of 
the  Act  shall  not  be  disclosed  to  the 
public  except  in  accordance  with 
section  10  of  the  Act  and  the  regulations 
of  the  Agency  implementing  that 
section. 

§  164.71  Correction  of  record. 

After  the  close  of  the  taking  of 
evidence,  the  Presiding  Officer  shall 
allow  witnesses,  parties,  and  their 
counsel  up  to  30  days  (or  up  to  45  days 
in  unusual  cases)  in  which  to  submit  ' 
written  proposed  corrections  of  the 
transcript  of  any  oral  testimony  taken  at 
the  hearings.  The  Presiding  Officer  shall 
thereafter  allow  witnesses,  parties,  and 
their  counsel  5  additional  days  to 
comment  upon  any  proposed  correction 
to  the  transcript  as  are  necessary  to 
make  it  conform  to  the  testimony. 

Initial  and  Final  Decisions 

§  164.80  Initial  decision. 

(a)  Within  the  time  specified  in  the 
Hearing  Order  (or  in  the  Conference 
Report  and  Order,  in  the  case  of  section 
6(b)(2)  hearings),  as  it  may  have  been 
extended  under  §  164.64,  the  Presiding 
Officer  shall  prepare  an  initial  decision. 
The  initial  decision  shall  contain: 

(1)  Findings  of  fact  based  on  relevant, 
material,  and  reliable  evidence  of 
record: 

(2)  Conclusions  of  law; 

(3)  A  full  articulation  of  the  reasons 
for  the  Findings  and  conclusions, 
including  a  discussion  of  the  significant 
factual  and  legal  contentions  made  by 
any  party;  and 

(4)  An  appropriate  order  supported  by 
substantial  evidence  of  record  and 
based  on  the  findings  of  fact  and 
conclusions  of  law. 

(b)  The  initial  decision  shall  be  filed 
with  the  Hearing  Clerk  and  served  on  all 
parties. 

(c)  The  initial  decision  shall  become 
the  decision  of  the  Administrator  by 
operation  of  law  unless  a  party  timely 
appeals  under  §  164.81  or  unless  the 


Administrator  on  his  own  initiative  files 
a  notice  of  review  under  §  164.81. 

§  164.81  Appeal  from  or  review  of  initial 
decision. 

(a)  Any  party  may  appeal  an  initial 
decision  to  the  Administrator  by  filing 
exceptions  to  it  with  the  Hearing  Clerk 
and  serving  them  on  the  other  parties. 
Exceptions  must  be  filed  and  served 
within  twenty  days  of  the  service  of  the 
initial  decision,  unless  that  period  is 
extended  by  the  administrator  under 
paragraph  (d)  of  this  section. 

(b)  Exceptions  to  the  initial  decision 
shall  contain  specific  statements  of 
alleged  error  in  the  findings  of  fact  or 
conclusions  of  law  with  specific 
reference  to  those  parts  of  the  record  on 
which  the  exceptions  are  based.  If  oral 
argument  before  the  Administrator  is 
desired,  it  shall  be  specifically  requested 
in  the  exceptions. 

(c)  Any  party  may  file  a  reply  to  any 
exceptions  filed  under  paragraph  (a)  of 
this  section.  A  reply  shall  be  filed  with 
the  Hearing  Clerk  and  served  on  the 
other  parties  within  10  days  after  the 
period  for  filing  exceptions  has  expired, 
unless  that  period  is  extended  by  the 
Administrator  under  paragraph  (d)  of 
this  section. 

(d)  The  Administrator  may  extend  the 
time  for  filing  exceptions  or  replies  to 
exceptions  for  good  cause  shown. 

(e)  After  the  filing  of  exceptions  and 
replies,  the  Administrator  shall 
determine  whether  he  wishes  to  hear 
oral  argument  on  the  natter.  If  the 
Administrator  decides  to  hear  oral 
argument  the  parties  shall  be  informed 
of  the  date,  time  and  place  for  such  oral 
argument,  the  amount  of  time  to  be 
allowed  each  party,  and  the  issues  to  be 
addressed. 

(f)  Within  10  days  after  the  time  for 
filing  exceptions  (including  any 
extensions)  has  expired,  the 
Administrator  may  file  with  the  Hearing 
clerk,  and  serve  on  the  parties,  a  notice 
that  he  will  review  the  initial  decision 
on  his  own  initiative.  The  Administrator 
may  invite  the  parties  to  file  briefs  or 
present  oral  argument  on  the  matter. 

The  time  for  filing  briefs  or  presenting 
oral  argument  shall  be  specified  in  the 
notice  of  review  or  in  a  later  notice. 

§  164.82  Decision  by  the  Administrator  on 
appeal  from  or  review  of  initial  decision. 

(a)  On  appeal  from  or  review  of  the 
initial  decision,  the  Administrator  shall 
have  all  the  powers  he  would  have  in 
making  the  initial  decision.  On  his  own 
motion  or  the  motion  of  any  party,  he 
may  remand  the  proceeding  to  the 
Presiding  Officer  with  specific  directions 
(e.g.,  to  receive  further  evidence  relating 
to  a  particular  issue)  where  he 


concludes  that  such  action  is  necessary 
for  a  proper  decision  in  the  matter. 

(b)  The  scope  of  the  issues  on  appeal 
shall  be  the  same  as  the  scope  of  the 
issues  at  the  formal  evidentiary  public 
hearing  unless  the  Administrator 
specifies  otherwise. 

(c)  Within  90  days  after  filing  of  the 
initial  decision,  the  Administrator  shall 
issue  his  final  decision  based  solely  on 
the  record.  This  final  decision  shall  meet 
the  requirements  of  §  164.80.  The 
Administrator  in  preparing  his  final 
decision  may  consult  with  any  Agency 
employee  other  than  a  member  of  the 
trial  staff  named  under  §  164.12  or  a 
subordinate  of  a  trial  staff  member.  The 
Administrator  may  consult  in  this 
manner  any  member  of  an  advisory 
panel  named  under  section  164.55. 

(d)  The  Administrator  may  adopt  the 
initial  decision  as  the  final  decision,  in 
whole  or  in  part. 

(e)  The  final  decision  shall  be  filed 
with  the  Hearing  Clerk  and  served  on  all 
parties. 

§  164.83  Reconsideration  and  stay  of 
action. 

Following  publication  of  notice  of  the 
final  decision,  any  party  may  petition 
the  Administrator  for  reconsideration  of 
part  or  all  of  such  decision  or  for  a  stay 
of  such  decision  under  5  U.S.C.  705. 

ludicial  Review 

§  164.90  Judicial  review  of  final  Agency 
action. 

(a)  The  following  are  final  Agency 
actions  which  are  reviewable  in  a 
United  States  Court  of  Appeals  under 
section  16(b)  of  the  Act: 

(1)  Any  final  decision  under  §  164.82; 
and 

(2)  Any  final  order  under  §  164.55(k) 
implementing  the  action  proposed  in  a 
Notice  of  Action  following  a  denial  of  a 
request  for  further  proceedings. 

(b)  Before  requesting  an  order  from  a 
Court  of  Appeals  for  a  stay  of  the 
effectiveness  of  a  final  order  under 

§  164.82  or  §  164.55(k),  any  person 
seeking  judicial  review  shall  first 
request  the  Agency  to  stay  such  action 
under  5  U.S.C.  705. 

Subpart  C— General  Rules  of  Practices 
for  Expedited  Hearings 

§164.100  Notification. 

(a)  Except  as  provided  in  §  164.111 
(relating  to  emergencies),  whenever  the 
Administrator  determines  that  action  is 
necessary  to  prevent  an  imminent 
hazard  during  the  time  required  for 
cancellation  or  change  in  classification 
proceedings,  he  shall  notify  the 
registrant  of  his  intent  to  suspend  the 
registration  of  the  pesticide  use  at  issue. 
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(b)  Such  notice  shall  include: 

(1)  Findings  relating  to  the  existing  of 
an  imminent  hazard; 

(2)  Designation  of  an  administrative 
records  for  suspension  on  which  the 
findings  in  paragraph  (b)(1)  are  based. 
This  record  shall  be  automatically 
entered  into  evidence  at  the  expedited 
hearing.  The  notice  shall  also  specify  the 
location  of  the  record,  the  hours  it  will 
be  available  for  public  inspection,  and 
the  name  and  office  telephone  number 
of  the  person  in  charge  of  it; 

(3)  Designation  of  an  Agency  trial 
staff,  and  of  persons  available  to  assist 
the  Administrator  in  making  a  final 
decision,  as  specified  in  §  164.12; 

(4)  A  time  limit  for  completing  any 
such  expedited  hearing;  and 

(5)  A  statement  either  (i)  designating 
the  person(s)  to  preside  at  any  such 
expedited  hearing  or  else  (ii)  stating  that 
an  Administrative  Law  Judge  to  be 
named  by  the  Chief  Administrative  Law 
Judge  will  preside.  In  the  latter  case  the 
Administrator  may  also  designate 
Agency  employees  to  sit  with  the 
presiding  Administrative  Law  Judge  as  a 
panel. 

(c)  Any  notice  of  intent  to  suspend 
shall  either  be  personally  served  on  the 
registratant  or  be  sent  to  the  registrant 
by  registered  or  certified  mail,  return 
receipt  requested.  A  copy  shall  also  be 
filed  with  the  Hearing  Clerk. 

§  164.101  Request  for  expedited  hearing. 

(a)  A  registrant  affected  by  a  notice  of 
intent  to  suspend  may  obtain  an 
expedited  hearing  on  the  question  of 
whether  an  immient  hazard  exists  by 
filing  a  request  in  writing  or  by  telegram 
with  the  Hearing  Clerk.  The  request 
must  be  received  by  the  Hearing  Clerk 
within  five  days  of  the  registrant's 
receipt  of  the  notice  of  intent  to  suspend. 

(b)  At  the  time  of  filing  a  request  for 
an  expedited  hearing,  the  registrant 
shall  also  file  a  document  setting  forth 
objections  to  the  Administrator’s  notice 
of  intent  to  suspend.  This  document 
shall  conform  to  the  requirements  of 

§  164.20  to  the  maximum  extent 
possible. 

§  164.102  Intervention. 

(a)  Any  interested  person  may  move 
to  intervene  at  any  time  prior  to  the 
commencement  of  the  presentation  of 
evidence  in  an  expedited  hearing  held 
under  this  Subpart  C. 

(b)  Leave  to  intervene  may  be  granted 
on|y  if  the  motion  to  intervene  indicates 
that  the  movant  would  introduce 
evidence  pertinent  to  the  issue  of 
whether  an  imminent  hazard  exists  and 
which  would  substantially  assist  the 
resolution  of  that  issue.  A  motion  for 
leave  to  intervene  filed  after  the  first 


hearing  conference  shall  also  contain  a 
statement  of  good  cause  for  failure  to 
file  earlier.  Such  motions  may  be 
granted  only  upon  a  finding  that 
extraordinary  circumstances  justify  the 
granting  of  the  motion,  and  only  upon 
the  condition  that  the  intervenor  shall 
be  bound  by  any  rules  or  conditions  for 
the  expedited  hearing  previously 
specified  or  agreed  upon  by  the  parties 
to  the  expedited  hearing. 

(c)  Any  interested  person  who  is 
denied  permission  to  intervene  under 
this  section  may  file  proposed  findings 
and  conclusions  under  §  164.109.  Any 
person  filing  such  documents  under  this 
paragraph  shall  be  considered  a  party  to 
the  proceeding  for  all  purposes  of  its 
further  review. 

(d)  When  an  “emergency  order”  is 
issued  under  §  164.111,  no  person  other 
than  the  Agency  trial  staff  and  the 
registrant  shall  participate  in  the 
expedited  hearing  except  that  any 
interested  person  may  file  proposed 
findings  and  conclusions  under 

§  164.109.  Any  person  filing  under  this 
paragraph  shall  be  considered  a  party  to 
the  proceeding  for  all  purposes  of  its 
further  review. 

§  164.103  Time  limits. 

The  time  limit  specified  in  the  notice 
of  intent  to  suspend  for  completing  any 
expedited  hearing  under  this  Subpart  C 
may  be  extended  only  by  the 
Administrator  upon  the  request  of  the 
Presiding  Officer. 

§  164.104  Presiding  Officer. 

The  Presiding  Officer  for  a  hearing 
under  this  subpart  shall  either  meet  the 
standards  specified  in  §  164.40,  or  shall 
be  a  general  or  special  Agency 
employee  who  is  not  part  of  the  Agency 
trial  staff  named  under  §  164.12.  More 
than  one  person  having  the 
qualifications  specified  in  the  preceding 
sentence  may  be  named  to  sit  as  a  panel 
in  expedited  suspension  hearings.  In 
such  cases,  one  panel  member  shall  be 
designated  as  Presiding  Officer  for 
purposes  of  these  regulations.  If  an 
Administrative  Law  Judge  is  included  on 
the  panel,  the  Administrative  Law  Judge 
shall  be  the  Presiding  Officer. 

§  164.105  Beginning  of  expedited  hearing. 

The  expedited  hearing  shall  begin 
within  5  days  after  the  filing  with  the 
Hearing  Clerk  of  the  last  request  for  a 
hearing,  by  holding  a  hearing  conference 
under  §  164.106.  Unless  the  Agency’s 
trial  staff  and  the  registrant  agree  that  it 
shall  be  held  at  a  later  time,  it  shall  be 
held  no  later  than  15  days  after  the 
issuance  of  the  notice  of  intent  to 
suspend.  As  soon  as  possible,  the 
Presiding  Officer  shall  publish  in  the 


Federal  Register  notice  of  such 
expedited  hearing. 

§  164.106  Hearing  conferences. 

(a)  The  Presiding  Officer  may  hold 
further  hearing  conferences  in  any  case 
in  which  an  expedited  hearing  has  been 
granted  under  this  Subpart  C.  Any 
conference  shall  be  scheduled  by  filing  a 
Pre-Conference  Order  with  the  Hearing 
Clerk  directing  the  parties  or  their 
counsel  to  appear  at  a  specified  time 
and  place,  and  specifying  the  purpose  of 
the  hearing  conference  and  the  matters 
to  be  resolved  at  it.  More  than  one  such 
hearing  conference  may  be  held. 

(b)  The  Presiding  Officer  may  conduct 
a  hearing  conference  for  the  following 
purposes: 

(1)  To  determine  the  extent  to  which 
the  documents  submitted  by  registrants 
or  intervenors  under  §  164.101  and 

§  164.102  comply  with  the  standards  of 
§  164.20; 

(2)  To  consider  or  rule  on  motions  to 
intervene  under  §  164.102; 

(3)  To  consider  or  rule  on  motions  for 
oral  direct  testimony  under  §  164.107; 

(4)  To  set  a  date  by  which  all  written 
direct  testimony  shall  be  filed,  or  a 
series  of  dates  by  which  all  written 
direct  testimony  related  to  specific 
designated  stages  of  the  expedited 
hearing  shall  be  filed; 

(5)  To  consider  or  rule  on  motions  to 
strike  or  limit  evidence  as  not  within  the 
scope  of  the  issues  raised  by  the  notice 
of  intent  to  suspend,  or  for  other  cause; 

(6)  To  identify  the  most  appropriate 
techniques  for  the  development,  if 
necessary,  of  additional  evidence  on 
issues  in  controversy  and  the  manner 
and  sequence  in  which  they  shall  be 
used; 

(7)  To  set  the  time  and  place  for 
beginning  the  presentation  of  evidence 
at  the  expedited  hearing,  and  the 
schedule  for  conducting  it.  The  schedule 
shall  include  the  sequence  in  which 
witnesses  will  be  presented,  and  the 
amount  of  time,  if  any,  for  oral  cross- 
examination  of  the  witnesses.  In  passing 
on  requests  for  oral  cross-examination, 
the  Presiding  Officer  shall  consider 
whether  the  matters  at  issue  could  be 
more  economically  clarified  in  whole  or 
in  part  by  the  required  submission  of 
additional  direct  evidence  or  by  use  of 
written  cross-examination.  The  schedule 
shall  also  include  a  date  by  which  the 
receipt  and  examination  of  evidence 
shall  be  concluded  and  intermediate 
dates  where  appropriate; 

(8)  To  take  any  other  steps  to  narrow 
or  simplify  the  issues  in  controversy, 
and  to  consider  such  other  matters  and 
to  take  such  other  action  as  may  aid  in 
the  expeditious  disposition  of  the 
proceeding. 
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(c)  All  parties  shall  appear  at  any 
hearing  conference  fully  prepared  to 
discuss  in  detail  and  to  resolve  all 
matters  specified  in  the  Pre-Conference 
Order.  All  parties  shall  cooperate  fully 
at  all  stages  of  the  proceeding  to  achieve 
the  objective  of  a  fair,  and  expeditious 
hearing,  through  advance  preparation 
for  the  hearing  conference,  including 
communications  between  parties  and 
requests  for  information  at  the  earliest 
possible  time.  The  failure  of  any  party  to 
appear  at  a  hearing  conference  or  to 
raise  any  matters  that  could  reasonably 
be  anticipated  and  resolved  at  the 
hearing  conference  shall  not  be 
permitted  to  delay  the  progress  of  the 
expedited  hearing  and  shall  constitute  a 
waiver  of  the  rights  of  the  party  with 
respect  thereto,  including  all  objections 
to  the  agreements  reached,  actions 
taken,  or  rulings  issued  by  the  Presiding  • 
Officer  with  regard  thereto. 

(d)  No  transcript  of  any  hearing 
conference  shall  be  made  except  to  the 
extent  that  a  request  therefor  by  one  of 
the  parties  is  granted  by  the  Presiding 
Officer  or  the  Presiding  Officer  orders  a 
transcript  to  be  made  on  his  own 
initiative.  Any  party  whose  request  for  a 
transcript  is  requested  shall  bear  the 
cost  of  the  taking  of  the  transcript  unless 
otherwise  ordered  by  the  Presiding 
Officer. 

(e)  The  Presiding  Officer  may  prepare 
a  written  Conference  Report  and  Order 
reciting  the  actions  taken  at  the  hearing 
conference  and  setting  forth  the 
schedule  for  the  expedited  hearing.  This 
Conference  Report  and  Order  may 
include  a  written  statement  of  the  areas 
of  factual  agreement  and  disagreement 
and  of  the  methods  and  procedures  to 
be  used  in  developing  the  evidence  and 
the  respective  duties  of  the  parties  in 
connection  therewith.  Any  such 
Conference  Report  and*  Order  shall  be 
consistent  with  the  statement  of  issues 
in  the  notice  of  intent  to  suspend  issued 
under  §  164.100.  Any  such  Conference 
Report  and  Order  shall  control  the 
course  of  the  proceeding  except  to  the 
extent  it  may  be  modified  by  the 
Presiding  Officer  for  good  cause  shown. 

§164.107  Direct  testimony. 

(a)  All  direct  testimony  shall  be 
submitted  in  writing  except  to  the  extent 
a  motion  for  oral  direct  testimony  has 
been  made  and  granted. 

(b)  Motions  for  oral  direct  testimony 
shall  be  granted  only  upon  a  showing 
that  the  testimony  concerns  matters  of 
such  particular  fact  that  oral 
presentation  of  direct  testimony  is 
justified. 

(c)  No  later  than  the  time  the  direct 
testimony  of  a  witness  is  filed  (or  no 
later  than  three  days  before  the 


scheduled  appearance  of  a  witness,  if  a 
motion  to  permit  oral  diect  testimony 
has  been  granted)  the  party  presenting 
that  witness  shall  make  available  to  all 
other  parties  (but  shall  not  file  with  the 
Hearing  Clerk): 

(1)  A  full  curriculum  vitae  for  the 
witness: 

(2)  All  prior  written  statements  by  the 
person  who  has  been  identified  as  a 
witness,  which  shall  include  articles, 
written  statements  signed  or  adopted, 
and  any  recording  or  transcription  of 
any  oral  statement  made,  if  all  of  the 
following  conditions  are  met: 

(1)  The  statement  is  available  without 
making  request  of  the  witness: 

(ii)  The  statement  relates  to  the 
subject  matter  of  the  witness’  testimony; 
and 

(iii)  The  statement  was  either  made 
before  the  time  the  person  agreed  to 
become  a  witness  or  has  been  made 
publicly  available  by  the  witness. 

(d)  If  any  prior  written  statement 
required  to  be  made  available  under 
paragraph  (c)(2)  of  this  section  has  been 
published  in  the  public  literature,  a 
party  may  comply  with  paragraph  (c)(2) 
of  this  section  with  respect  to  that 
statement  by  furnishing  all  other  parties 
with  a  full  citation  to  the  public 
literature  which  identifies  where  the 
statement  may  be  found. 

§  1 64. 1 08  Availability  of  record. 

The  expedited  hearing  record  shall  be 
available  to  the  public,  provided,  that 
information  which  is  a  trade  secret  or 
otherwise  subject  to  the  provisions  of 
section  10  of  the  Act  shall  not  be 
disclosed  to  the  public  except  in 
accordance  with  section  10  of  the  Act 
and  the  regulations  of  the  agency 
implementing  that  section. 

§  164.109  Recommended  findings  and 
conclusions. 

(a)(1)  Within  4  days  of  the  conclusion 
of  the  presentation  of  evidence,  the 
parties  may  propose  findings  and 
conclusions  to  the  Presiding  Officer. 

(2)  Within  8  days  of  the  conclusion  of 
the  presentation  of  evidence,  the 
Presiding  Officer  shall  submit  to  the 
parties  his  recommended  findings  and 
conclusions  and  a  statement  of  the 
grounds  on  which  they  are  based. 

(3)  Within  10  days  of  the  conclusion  of 
the  presentation  of  evidence,  the 
Presiding  Officer  shall  submit  to  the 
Administrator  his  recommended 
findings  and  conclusions,  together  with 
the  hearing  record  specified  in  §  164.108. 

(4)  Within  12  days  of  the  conclusion  of 
the  presentation  of  evidence,  the  parties 
shall  submit  to  the  Administrator  their 
objections  to  the  Presiding  Officer’s 
recommended  findings  and  conclusions 


accompanied  by  a  written  brief  in 
support  thereof. 

(b)  All  proposed  and  recommended 
findings  and  conclusions  under 
paragraph  (a)  of  this  section  shall 
contain: 

(1)  Findings  of  fact  based  on  relevant, 
material,  and  reliable  evidence  of 
record: 

(2)  Conclusions  of  law; 

(3)  A  full  articulation  of  the  reasons 

for  the  findings  and  conclusions, 
including  a  discussion  of  the  significant 
factual  and  legal  contentions  made  by 
any  party;  and  * 

(4)  An  appropriate  recommended 
order  supported  by  substantial  evidence 
of  record  and  based  on  the  findings  of 
fact  and  conclusions  of  law. 

(c)  The  recommended  findings  and 
conclusions  shall  be  filed  with  the 
Hearing  Clerk  and  served  on  all  parties. 

§  164.1 10  Final  decision  and  order  of 
suspension. 

(a)  Within  7  days  of  receipt  of  the 
record  and  of  the  Presiding  Officer’s 
recommended  findings  and  conclusions, 
the  Administrator  shall  issue  a  final 
decision  and  order.  In  making  his 
decision,  the  Administrator  shall  have 
all  the  powers  he  would  have  in  making 
the  initial  decision.  On  his  own  motion 
or  the  motion  of  any  party,  he  may 
remand  the  proceeding  to  the  Presiding 
Officer  with  specific  directions  (e.g.,  to 
receive  further  evidence  relating  to  a 
particular  issue)  when  he  concludes  that 
such  action  is  necessary  for  a  proper 
decision  in  the  matter. 

(b)  The  scope  of  the  issues  before  the 
Administrator  shall  be  the  same  as  the 
scope  of  the  issues  at  the  expedited 
hearing. 

(c)  The  Administrator’s  decision  and 
order  shall  conform  to  the  requirements 
of  §  164.109(b).  The  Administrator  may 
adopt  the  recommended  findings  and 
conclusions  as  the  final  decision  and 
order,  in  whole  or  in  part. 

(d)  The  final  decision  and  order  shall 
be  filed  with  the  Hearing  Clerk  and 
served  on  all  parties. 

(e)  Prior  to,  or  together  with,  the 
issuance  of  an  order  of  suspension,  the 
Administrator  shall  initiate  cancellation 
proceedings  by  issuing  a  notice  of  intent 
to  cancel  the  registration  or  change  the 
classification  of  the  pesticide  use(s)  at 
issue,  or  by  issuing  a  notice  of  section 
6(b)(2)  hearing  with  respect  to  the 
pesticide  use(s)  at  issue. 

§  1 64. 1 1 1  Emergency  order. 

(a)  Whenever  the  Administrator 
determines  that  an  emergency  exists 
that  does  not  permit  him  to  hold  an 
expedited  hearing  before  suspension,  he 
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may  issue  a  suspension  order  in 
advance  of  notification  to  the  registrant. 

(b)  The  Administrator  shall 
immediately  notify  the  registrant  of  the 
suspension  order.  The  registrant  may 
then  request  an  expedited  hearing  in 
accordance  with  §  164.101,  but  the 
suspension  order  shall  remain  in  effect 
during  the  expedited  hearing. 

§  1 64. 1 1 2  Applicability  of  other  sections. 

The  provisions  of  Subparts  A  and  B 
(except  §  164.8  and  the  provisions 
relating  to  referral  of  questions  of 
scientific  fact  to  a  committee  of  the 
National  Academy  of  Sciences)  shall 
apply  to  proceedings  under  this  Subpart 
C  except  where  their  application  would 
be  clearly  inappropriate.  §  164.71  shall 
apply  except  that  two  days,  not  thirty 
days,  shall  be  allowed  for  the 
submission  of  proposed  corrections. 

Subpart  E— Implementation  of  Final 
Cancellations  and  Suspensions; 
Disposition  of  Existing  Stocks  of 
Cancelled  Pesticides 

§  1 64. 1 40  Notification  of  cancellation. 

(a)  When  a  cancellation  action 
becomes  final  by  operation  of  law  under 
Section  6(b)  of  the  Act,  or  at  the 
conclusion  of  a  hearing  under  this  Part, 
the  Administrator  shall  publish  in  the 
Federal  Register  and  send  to  each 
registrant  of  an  affected  pesticide 
product  a  Notification  of  Cancellation. 

(b)  The  Notification  of  Cancellation 
shall  include  the  following: 

(1)  With  respect  to  each  affected 
registered  pesticide  use,  a  description  of 
the  action  which  has  become  final. 

(2)  Where  applicable,  instructions  on 
how 'to  bring  pesticide  products  into 
compliance  with  the  cancellation  action 
including,  for  example,  instructions  on 
implementation  of  required  changes  in 
labeling,  packaging  or  other  terms  and 
conditions  of  registration. 

(3)  Notification  of  the  conditions 
under  which  existing  stocks  of  pesticide 
products  which  are  not  in  compliance 
with  the  final  cancellation  action  can  be 
distributed,  sold  or  otherwise  moved  in 
commerce,  and/or  used. 

(4)  Notification  that  registrants  or 
other  interested  persons  may  petition 
the  Administrator  under  this  Subpart  to 
modify  his  determination  concerning 
distribution,  sale  or  other  movement  in 
commerce,  and/or  use  of  existing  stocks 
of  pesticide  products  which  are  not  in 
compliance  with  the  final  cancellation 
action,  and  instructions  concerning  the 
content  and  filing  of  such  petitions. 

(5)  Where  applicable,  instructions  for 
the  disposal  of  existing  stocks  of 
pesticide  products  which  are  not  in 


compliance  with  the  final  cancellation 
action. 

§  164.141  Petitions  concerning  existing 
stocks  of  pesticides  subject  to  final 
cancellation  actions. 

(a)  Registrants  or  other  interested 
persons  may  petition  the  Administrator 
to  modify  his  determination  concerning 
the  distribution,  sale  or  other  movement 
in  commerce,  and/or  the  use  of  existing 
stocks  of  pesticide  products  which  are 
not  in  compliance  with  final 
cancellation  actions  under  this  Part. 

(b)  Petitions  under  this  section  shall 
contain  the  information  required  by  and 
shall  be  filed  in  accordance  with  the 
instructions  contained  in  the 
Notification  of  Cancellation  under 

§  164.140. 

(c)  The  Administrator  shall  by  order 
promulgate  a  regulation  disposing  of  a 
petition  appropriately  under  Section 
6(a)(1)  of  the  Act,  after  having  complied 
with  the  requirements  of  Section  25  of 
the  Act  and  5  U.S.C.  553. 

§  164.142  Notification  of  suspension. 

(a)  When  a  suspension  action 
becomes  final  by  operation  of  law  under 
Section  6(c)  of  the  Act,  or  at  the 
conclusion  of  a  hearing  under  this  Part, 
the  Administrator  shall  publish  in  the 
Federal  Register  and  send  to  each 
registrant  of  an  affected  pesticide 
product  a  Notification  of  Suspension. 

(b)  The  Notification  of  Suspension 
shall  include  the  following: 

(1)  With  respect  to  each  affected 
registered  pesticide  use,  a  description  of 
the  action  which  has  become  final. 

(2)  Where  applicable,  instructions  on 
how  to  bring  pesticide  products  into 
compliance  with  the  suspension  action 
including,  for  example,  instructions  on 
implementation  of  required  changes  in 
labeling,  packaging  or  other  terms  and 
conditions  of  registration. 

(3)  Notification  whether  and  under 
what  conditions  existing  stocks  of 
pesticide  products  which  are  not  in 
compliance  with  the  final  suspension 
action  can  be  distributed,  sold  or 
otherwise  moved  in  commerce,  and/or 
used. 

Appendix  A — Memorandum  of 
Understanding 

The  Administrator  of  the  Environmental 
Protection  Agency,  on  behalf  of  EPA,  and  the 
President  of  the  National  Academy  of 
Sciences,  on  behalf  of  NAS,  hereby  enter  into 
the  following  agreement  regarding  studies  to 
be  conducted  by  the  Academy  under  contract 
between  EPA  and  NAS. 

1.  The  NAS  in  preparing  any  report  called 
for  by  a  contract  between  EPA  and  NAS 
which  incorporates  this  memorandum  by 
reference  shall,  in  accordance  with  its 
established  procedures  as  currently  specified 


in  Chapter  6  of  the  NAS  document  entitled 
“Nominations  and  Appointments  to 
Assemblies  and  Commissions,  Divisions, 
Offices  and  Boards,  Committees  and  Sub¬ 
units  of  the  National  Research  Council" 
dated  October  1975,  conduct  a  review  for 
potential  sources  of  bias  of  the  members  of 
any  of  its  committees  engaged  in  preparing 
such  report.  A  record  of  this  bias  review  shall 
be  kept  consisting  at  a  minimum  of  the 
curriculum  vitae  of  each  member  of  the 
committee,  the  form  "On  Potential  Sources  of 
Bias”  (as  set  forth  in  Appendix  3  to  the  above 
document)  filed  by  each  member  of  the 
committee,  and  a  verbatim  transcript,  or 
recording  of  the  committee  discussions  of 
potential  sources  of  bias  required  under 
Chapter  6  above.  On  request  by  the 
Administrator  of  EPA  for  information 
concerning  possible  bias  or  conflict  of 
interest  of  a  particular  committee  member  (or 
members)  described  above,  the  NAS  shall 
make  available  to  the  Administrator  the 
record  of  the  bias  review  for  that  committee 
member  (or  members).  Such  information 
provided  to  the  Administrator  of  EPA  by  the 
NAS  shall  be  treated  by  EPA  as  private 
information  to  be  held  in  confidence  and 
shall  not  be  disclosed  outside  EPA  except  as 
authorized  by  the  Administrator  of  EPA  for 
good  cause  shown  and  with  the  consent  of 
the  committee  member  (or  members) 
concerned.  The  NAS  shall  notify  the  EPA  of 
any  changes  in  the  Academy’s  bias  review 
procedures. 

2.  No  later  than  15  days  after  the  release  of 
any  final  report  called  for  by  a  contract 
between  EPA  and  NAS  which  incorporates 
this  memorandum  by  reference,  the  NAS 
shall  make  available  to  the  public  and  to  EPA 
the  record  of  its  committee  deliberations 
concerning  that  report  to  the  extent  provided 
in  the  document  entitled  "Policy  on  Public 
Access  to  Information  Concerning  Studies 
Conducted  Under  the  Auspices  of  the 
National  Academy  of  Sciences,”  adopted  by 
the  National  Academy  of  Sciences,  April  20, 
1975. 

3.  The  NAS  shall  also  undertake  to  ensure 
that  one  or  more  members  of  a  committee 
engaged  in  the  preparation  of  a  report 
referred  to  in  paragraph  2  above  will  for  a 
reasonable  time  make  themselves  available 
upon  request  at  any  EPA  regulatory 
proceedings  or  Congressional  hearings  to 
which  the  report  may  be  relevant  to  answer 
questions  about  the  report  and  its  record.  The 
contract  between  EPA  and  NAS  shall  provide 
for  reimbursement  of  staff,  travel,  and  related 
expenses  incurred  by  NAS  for  the  purpose  of 
such  appearances. 

P.  Handler, 

President,  National  Academy  of  Sciences. 
Douglas  Costle, 

Administrator,  Environmental  Protection 
Agency. 
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